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PRESCRIBING  PRACTICES 


Introduction 

The  Massachusetts  Board  of  Registration  in  Medicine  has  prepared  this 
publication  to  encourage  proper  prescribing  practices  by  physicians  by  providing 
physicians  with  greater  understanding  of  their  responsibilities  with  respect  to 
controlled  substances. 

The  consequences  of  improper  prescribing  practices  are  matters  of  grave 
concern  to  the  public,  the  medical  community,  law  enforcement  personnel,  state 
and  federal  agencies  and  licensing  boards  which  license  and  oversee  health  care 
professionals.  The  experience  of  the  Massachusetts  Board  of  Medicine  indicates 
that  physicians  who  engage  in  improper  prescribing  practices,  including 
controlled  substances  violations  and  the  diversion  of  drugs  for  non-medical  use,1 
account  for  an  alarmingly  high  percentage  of  Board  disciplinary  investigations  and 
almost  one  quarter  of  all  disciplinary  actions  taken  by  the  Board. 

The  proper  use  of  prescription  drugs  is  a  blessing  when  human  suffering  is 
ameliorated,  but  when  drugs  are  carelessly  prescribed  or  misused  benefit  may 
become  misery.2  To  protect  the  quality  of  human  life,  the  diversion  of  legitimate 
prescription  drugs  for  illegitimate  uses  must  be  eliminated.    Moreover,  many  of 


1 .  Diversion  for  the  physician's  own  personal  use  to  support  a  dependency  is  a  major  area  of  concern  for  the  Board.  On 
June  15,  1988,  the  Board  adopted  a  new  "Chemically  Dependent  Physician  Policy"  which  sets  forth  a  series  of  options 
available  to  the  Board  when  confronted  with  a  physician  who  is  dependent  on  drugs  and/or  alcohol.  Copies  of  the  entire 
32-page  Policy  or  a  6-page  digest  of  the  policy  can  be  obtained  by  sending  a  written  request  to:  Public  Information 
Officer,  Board  of  Registration  in  Medicine,  10  West  Street,  3rd  Floor,  Boston,  MA  021 11. 

2.  The  Governor's  Statewide  Anti-Crime  Council  called  prescription  drug  abuse  the  "silent  epidemic"  and  concluded  that 
such  abuse  may  be  more  of  a  problem  in  Massachusetts  than  in  many  other  states.  Governor's  Statewide  Anti-Crime 
Council,  Combatting  Drug  Abuse:  Prescription  Drugs  Out  of  Control,  the  Massachusetts  Experience  (Memorandum  dated 
February  10,  1987).  See  Attachment  A. 
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the  drugs  prescribed  by  practicing  physicians  today  were  not  developed  when 
they  were  taught  pharmacology  in  medical  school.  Not  only  do  physicians  neec 
continuing  education  to  remain  current  but  patients,  who  are  the  consumers  of 
health  care  services,  should  share  in  the  educational  process  by  receiving  full  and 
fair  information  on  the  drugs  they  are  being  prescribed  to  make  them  partners  in 
their  health  care. 

One  of  the  Board's  highest  priorities  is  to  foster  competent,  high  quality 
health  care  in  Massachusetts.  Our  goal  is  to  promote  proper  prescribing 
practices  by  physicians,  rather  than  merely  punish  infractions  after  the  fact.  The 
Board  believes  that  this  Guide  will  advance  that  goal  by  giving  physicians  clear 
expectations  as  to  the  standards  the  Board  applies  in  reviewing  their  prescribing 
practices. 

The  first  part  of  this  Guide  summarizes  applicable  federal  and  state  laws 
regarding  the  prescribing  of  drugs,  as  well  as  interpretations  of  the  law  by  the 
Board  and  by  the  courts.  The  second  part  of  this  Guide  deals  with  specific  topics 
of  concern,  such  as  treating  drug  dependent  persons,  prescribing  anorectics, 
self-prescribing,  prescribing  for  family  members,  misuse  of  anabolic  steroids,  and 
the  management  of  pain.  It  is  hoped  that  this  information  will  help  physicians 
maintain  a  high  level  of  quality  and  care  in  their  daily  prescribing  practices. 
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PART  ONE 

Dual  Registration  Requirements3 

Physicians  who  prescribe  controlled  substances4  must  be  registered  with 
the  Massachusetts  Department  of  Public  Health  (DPH)  pursuant  to  the  Controlled 
Substances  Act  of  1971  (chapter  94C  of  the  Massachusetts  General  Laws)  and 
with  the  federal  Drug  Enforcement  Administration  (DEA),  pursuant  to  the  federal 
Controlled  Substances  Act  of  1970.5  See  Attachment  B  for  an  abbreviated 
schedule  of  controlled  substances. 

1 .  Registration  with  the  Drug  Enforcement  Administration 

DEA  registration  requirements  are  set  forth  in  21  CFR  1301. 
Under  federal  law,  the  requirement  for  individual  DEA  registration  is  waived 
for  some  specific  medical  practitioners,  such  as  interns  and  residents. 

If  a  physician  has  more  than  one  office  in  which  he  or  she  administers 
and/or  dispenses  controlled  substances,  the  physician  is  then  required  to  register 
at  each  office.  However,  if  a  physician  administers  and/or  dispenses  only  at  his 
or  her  principal  office  and  only  writes  prescription  orders  at  the  other  office  or 
offices,  the  physician  is  only  required  to  register  at  the  principal  office  where  he  or 
she  administers  and/or  dispenses,  provided  each  office  is  within  the  same  state. 


3.  Copies  of  all  the  state  regulations  (CMR)  refered  to  in  this  Guide  may  be  obtained  from  the  State  Bookstore,  State 
House,  Room  1 16,  Boston,  MA  02133.  Telephone:  (617)  727-2834.  Copies  of  federal  regulations  (CFR)  may  be  obtained 
from  the  U.S.  Government  Bookstore,  Thomas  P.  O'Neill,  Jr.  Federal  Building,  Room  179,  10  Causeway  Street,  Boston, 
MA  02222.  Telephone:  (617)  565-6680. 

4.  Controlled  substances  are  defined  in  105  CMR  700.001  as  "a  drug,  substance,  or  immediate  precursor  in  any 
schedule  or  class  referred  to  in  M.G.L  c.  94C  or  105  CMR  700.000."  Substances  in  Schedule  I  may  not  be  prescribed  in 
the  United  States.  Federal  law  designates  substances  up  through  Schedule  V.  Massachusetts  law  adds  a  Schedule  VI, 
which  covers  all  other  prescription  drugs  not  in  Schedules  ll-V.  All  prescription  drugs  are  controlled  substances  in 
Massachusetts  under  c.  94C. 

5.  A  small  number  of  physicians  issue  prescriptions  for  Schedule  VI  drugs  only,  in  which  case  only  a  Massachusetts 
controlled  substances  registration  number  is  required.  A  DEA  registration  number  is  required  to  prescribe  for  controlled 
substances  in  Schedules  II  -  V.  Separate  registration  with  the  DEA  and  DPH  is  required  to  possess  Schedule  I  drugs. 


A  physician  may  transfer  the  certificate  if  he  or  she  moves  to  another 
address.  Requests  for  transfer  must  be  in  writing  and  accompanied  by 
photocopies  of  the  physician's  Massachusetts  Medical  License,  Massachusetts 
Controlled  Substances  Registration  Certificate  and  DEA  Registration  Certificate. 
Applications  for  DEA  registration  (Form  DEA-224)  can  be  obtained  from  any  DEA 
Regional  Office  or  by  writing  to  the  Drug  Enforcement  Administration,  50  Staniford 
Street,  Suite  200,  Boston,  MA  02114.  Telephone:  (617)  565-2823.  The  DEA  has  a 
new  registration  system  whereby  registration  has  to  be  renewed  every  three 
years,  instead  of  annually. 

To  obtain  a  federal  DEA  number,  a  physician  must  first  obtain  a 
Massachusetts  Controlled  Substance  Registration  number  from  the  Department 
of  Public  Health. 

2.  Registration  with  the  Department  of  Public  Health 

The  Massachusetts  registration  requirements  are  set  forth  in  chapter  94C, 
section  7  of  the  Massachusetts  General  Laws  and  chapter  105,  part  700.000  of 
the  Code  of  Massachusetts  Regulations. 

Interns,  fellows,  medical  officers  and  other  authorized  persons  may 
administer,  prescribe  or  otherwise  dispense6  controlled  substances  without 
separate  registration  under  the  registration  of  the  hospital  or  other  registered 
health  facility  by  which  they  are  employed,  provided  that  they  act  only  within  the 
scope  of  their  employment  in  the  facility  and  the  facility  authorizes  the  person  to 
dispense  controlled  substances  under  its  registration  number  and  assigns  a 
specific  code  number  for  each  physician  so  authorized.7 


6.  Under  Massachusetts  law,  the  term  "dispense*  means  to  deliver  a  controlled  substance  to  an  ultimate  user  or 
research  subject  by  a  practitioner  or  pursuant  to  the  order  of  a  practitioner,  including  the  prescribing  and  administering 
of  a  controlled  substance  and  the  packaging,  labeling,  or  compounding  necessary  for  such  delivery.*  M.G.L  c.  94C,  s.  1. 

7.  105  CMR  700.004(B)(5). 
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Physicians  must  register  separately  for  each  of  their  business  and  ( 

professional  activities  (such  as  physician,  researcher,  chemical  analyst),  as  listed 
in  105  CMR  700.004(A)(2)  and  are  registered  only  for  the  group  of  activities  for 
that  business  or  professional  activity  as  set  forth  in  105  CMR  700.004(C). 
Physicians  may  not  manufacture  controlled  substances  unless  they  are 
specifically  registered  to  do  so. 

Similar  to  federal  law,  Massachusetts  has  separate  registration 
requirements  for  separate  locations.8  Massachusetts  requires  separate  registra- 
tion at  each  principal  place  of  business  or  professional  practice  at  one  general 
physical  location  where  the  physician  manufactures,  distributes,  administers  or 
prescribes  controlled  substances,  or  uses  controlled  substances  in  research, 
teaching,  or  chemical  analysis.  An  office  or  registered  hospital  or  other  registered 
health  care  facility  which  is  used  by  a  physician,  who  is  registered  at  another 
location  which  is  his  principal  place  of  professional  practice,  is  deemed  not  to  be  a 
place  where  controlled  substances  are  manufactured,  distributed  or  dispensed, 
provided  that  no  controlled  substances  are  maintained  by  such  practitioner  at  that 
place  where  he  or  she  is  not  registered. 

Pursuant  to  105  CMR  700.004 (J),  termination  of  registration  occurs  when 
the  registrant  dies,  discontinues  business  or  professional  practice  in 
Massachusetts,  changes  his  or  her  name  or  address  as  shown  on  the 
registration,  or  has  his  registration  revoked  by  the  Commissioner.  In  the  case  of  a 
change  in  name  or  address,  a  physician  may  apply  for  a  new  registration  in 
advance  of  the  effective  date  of  such  change.  There  is  no  fee  to  obtain  a  new 
registration  for  change  of  name  or  address.  Thirty  days  notice  to  the 
Commissioner  is  required  for  any  registrant  who  discontinues  business  or 


8.  M.G.L  c.  94C.  s.  10  and  105  CMR  7.004(F). 


professional  practice,  or  changes  his  name  or  address  as  shown  on  the 
certificate. 

Physicians  should  note  that  there  is  no  provision  for  physicians  who 
discontinue  their  business  or  professional  practice  in  Massachusetts  to  remain 
registered  in  the  state,  even  if  they  maintain  a  home  in  the  state  or  maintain  other 
contacts  with  the  state.  Controlled  substances  registrations  of  physicians  who 
discontinue  their  business  or  professional  practice  in  Massachusetts  are  deemed 
terminated,  and  such  physicians  must  re-register  with  the  Department  of  Public 
Health  if  they  return  to  Massachusetts  to  practice.  Unless  terminated,  registration 
with  the  Department  of  Public  Health  does  not  have  to  be  renewed. 

Applications  for  registration  with  the  Department  of  Public  Health  can  be 
obtained  from  the  Department  of  Public  Heath,  Division  of  Food  and  Drugs,  305 
South  Street,  Room  219,  Jamaica  Plain,  MA  02130.  Telephone:  (617)  727-2670. 
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Prescription  Forms 

Physicians  should  be  familiar  with  the  requirements  of  105  CMR  721.000 
which  establishes  standards  for  approved  prescription  forms  in  Massachusetts.9 
(See  Model  Prescription  Form  in  Attachment  C). 

Every  prescription  written  in  the  Commonwealth  must  be  written  on  a  form 
which  contains: 

■  A  signature  line  for  the  physician's  signature.  Prescriptions  are 
not  valid  without  a  signature.  A  rubber  signature  stamp  may  not  be 
used.  Physicians  who  prescribe  using  the  prescription  blank  of  a 
hospital  or  other  clinic  must  print  or  type  their  name  directly  below 
their  signature; 

■  Below  the  signature  line  there  must  be  a  space  of  one-half  inch  to 
one  inch  in  which  the  physician  may  write  in  his  or  her  own 
handwriting  the  words  "no  substitution."  Below  this  space  shall  be 
printed  the  words  "Interchange  is  mandated  unless  the  practitioner 
writes  the  words  'no  substitution'  in  this  space."  No  other 
procedure  is  to  be  deemed  the  equivalent  of  a  practitioner's 
handwritten  statement  "no  substitution"; 

■  The  name  and  address  of  the  practitioner  (or,  in  the  case  of  a 
hospital  or  clinic  prescription  form,  the  name  and  address  of  the 
hospital  or  clinic)  must  be  printed  or  typed  on  the  form. 

Also,  there  must  be  space  for  the  practitioner  to  enter: 

■  The  registration  number  of  the  physician;10 

■  The  date  of  issuance  of  the  prescription; 


9.  The  contents  of  a  valid  prescription  are  also  listed  in  M.G.L  c.  94C,  s.  22(a). 

10.  The  DEA  registration  number  and  the  Massachusetts  registration  number  are  not  identical.  The  Drug  Enforcement 
Administration  and  the  Department  of  Public  Health  require  that  the  DEA  number  be  on  prescriptions  for  controlled 
substances  in  Schedules  II  -  V.  The  Massachusetts  registration  number  or  the  DEA  registration  number  may  be  on 
prescriptions  in  Schedule  VI. 
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■  The  name,  dosage  and  strength  per  dosage  unit  of  the  controlled 
substance  prescribed,  and  the  quantity  of  the  dosage  units; 

■  The  name  and  address  of  the  patient; 

m  Directions  for  use,  including  any  cautionary  statements  required; 
and 

■  A  statement  indicating  the  number  of  times  to  be  refilled.  For 
further  discussion,  see  page  18. 

An  example  of  an  a  signature  line  format  which  conforms  to  105  CMR 
721.030(A)  can  be  found  in  105  CMR  721.032.  (See  Attachment  D) 

To  reduce  forged  prescriptions,  the  Board  of  Registration  in  Pharmacy  has 
asked  pharmacists  to  pass  on  the  following  recommendations11  to  physicians  to 
reduce  the  number  of  forged  prescription  orders: 

1)  Treat  prescription  pads  similar  to  your  personal  checkbook; 

2)  Stock  only  the  minimum  amount  of  prescription  pads  necessary; 

3)  Do  not  leave  prescription  pads  unattended; 

4)  Keep  prescription  pads  in  your  possession  when  you  are  actively 
using  them; 

5)  Store  any  surplus  prescription  pads  in  a  locked  drawer  or  safe  or 
appropriate  area;  and 

6)  Report  any  prescription  pad  theft  to  local  pharmacies,  local  law 
enforcement  and  to  the  Board  of  Pharmacy,  100  Cambridge  Street, 
15th  Floor,  Boston,  MA  02202.  Telephone:  (617)  727-9954. 


11.  6:1  Mass.  Bo.  of  Reg.  in  Phark/ty  News  4  (1988). 
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Verbal  Prescriptions 

Schedule  II  controlled  substances  may  not  be  prescribed  without  a  written 
prescription  except  in  emergency  situations.12  A  verbal  prescription  for  a 
Schedule  II  drug  must  be  put  in  writing  and  filed  with  the  pharmacy  within  72 
hours.13  The  written  prescription  to  cover  the  verbal  emergency  should  have 
written  on  its  face  "Authorization  for  Emergency  Dispensing." 

Drugs  in  Schedules  III,  IV,  V  and  VI  may  be  prescribed  by  verbal  or  written 
prescriptions.14  A  verbal  prescription  may  be  communicated  to  a  pharmacist  by 
an  expressly  authorized  employee  or  agerit  of  the  physician.15 

Whenever  a  physician  prescribes  a  controlled  substance  in  Schedules  III  - 
VI  by  verbal  prescription  he  must  put  that  prescription  in  writing  and  deliver  it  to 
the  pharmacy  within  seven  days."16  Pharmacies,  as  well  as  persons  in  charge  of 
enforcement  of  the  Controlled  Substances  Act,  should  request  that  physicians 
comply  with  this  provision  and  report  physicians  who  continue  to  violate  this 
provision  to  the  Board  of  Registration  in  Medicine. 


12.  "Emergency  situations*  are  defined  by  247  CMR  3.04(1)  as  "situations  in  which  the  practitioner  who  proposes  to 
prescribe  a  controlled  substance  in  Schedule  II  determines:  (a)  That  the  immediate  administration  of  the  controlled 
substance  is  necessary  for  the  proper  treatment  of  the  intended  ultimate  user,  and  (b)  That  no  appropriate  alternative 
treatment  is  available,  including  administration  of  a  controlled  substance  which  is  not  in  Schedule  II,  and  (c)  That  it  is  not 
reasonably  possible  for  the  practitioner  to  provide  a  written  prescription  to  be  presented  to  the  person  dispensing  the 
controlled  substance  prior  to  the  dispensing."  A  definition  of  "emergency  situations"  from  which  the  Massachusetts 
regulation  was  derived,  can  also  be  found  in  21  CFR  290.10.  Pharmacists  are  not  permitted  to  fill  Schedule  II  substances 
ordered  by  verbal  prescription  beyond  the  emergency  period.  21  CFR  1306.1 1  (d)(1). 

13.  The  regulations  of  the  Board  of  Registration  in  Pharmacy  require  that  the  physician  deliver  a  written  prescription  for 
the  emergency  quantity  prescribed  orally  within  72  hours.  247  CMR  3.04(3).  This  corresponds  to  M.G.L  c.  94C,  s.  17 
which  requires  that  the  written  prescription  be  delivered  "promptly." 

14.  M.G.L  c.  94C,  s.  17(c). 

15.  M.G.L  c.  94C,  s.  18(b). 

16.  M.G.L  c.  94C,  s.  20(c). 
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Dispensing  Controlled  Substances  Without  a  Prescription 

Under  Massachusetts  law,  physicians  may  not  dispense17  controlled 
substances  without  a  prescription  except  where  the  drug  is  being  delivered  or 
administered  to  the  patient  for  immediate  treatment.  This  prohibition  applies  to 
free  samples  of  controlled  substances  which  physicians  keep  in  stock  in  their 
offices. 

A  physician  registered  with  the  proper  agencies  may  deliver  or  administer 
controlled  substances  without  a  prescription  to  patients  in  a  single  dose  or  in 
such  quantity  as  is,  in  the  opinion  of  the  physician,  essential  for  the  proper 
treatment  of  the  patient.  However,  that  amount  or  quantity  of  controlled 
substance  shall  not  exceed  the  amount  needed  for  the  immediate  treatment  of  the 
patient  and  all  further  controlled  substances  required  must  be  dispensed  by 
prescription.  "Immediate  treatment"  is  defined  as  "that  quantity  of  a  controlled 
substance  which  is  necessary  for  the  proper  treatment  of  the  patient  until  it  is 
possible  for  him  to  have  a  prescription  filled  by  a  pharmacy."18 

A  physician  may  not  issue  prescriptions  to  obtain  controlled  substances  for 
the  physician's  supply  for  the  purpose  of  giving  out  or  selling  those  drugs  to 
patients.19 

Where  the  physician  does  deliver  controlled  substances  to  a  patient  (and 
the  substance  is  not  administered  by  the  physician  or  ingested  in  the  physician's 
presence)  the  physician  must  package  the  controlled  substance  in  a  container 
and  affix  a  label  to  the  container  which  includes  the  following  information:  the 


17.  Under  Massachusetts  law,  the  term  'dispense"  means  "to  deliver  a  controlled  substance  to  an  ultimate  user  or 
research  subject  by  a  practitioner  or  pursuant  to  the  order  of  a  practitioner,  including  the  prescribing  and  administering 
of  a  controlled  substance  and  the  packaging,  labeling,  or  compounding  necessary  for  such  delivery."  M.G.L  c.  94C,  s.  1. 

18.  M.G.L  c.  94C,  s.  9(b).  There  is  an  exception  to  this  prohibition.  A  physician  who  is  acting  in  good  faith  and  proving 
care  under  a  program  funded  in  whole  or  in  part  by  42  U.S.C.  300,  The  Family  Planning  and  Population  Research  Act,  or 
in  a  clinic  licensed  by  the  Department  of  Public  Health  to  provide  comparable  medical  services,  may  dispense  Schedule 
VI  controlled  substances  to  recipients  of  these  services  in  such  quantity  as  is  needed  for  treatment.  They  are  exempt 
from  the  requirement  that  such  dispensing  be  in  a  single  dose  or  as  necessary  for  immediate  treatment.  M.G.L  c.  94C, 
s.  9(e). 

19.  M.G.L  C.94C,  8.19(b). 
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physician's  name  and  address,  the  date  of  dispensing,  the  name  of  the  patient, 
the  name,  dosage  and  strength  of  the  drug,  directions  for  use,  and  any  necessary 
cautionary  statements.20 

Physicians  who  stock  sample  controlled  substances  should  be  aware  of 
the  Prescription  Drug  Marketing  Act  of  1987,  which  imposes  strict  record-keeping 
requirements  on  physicians,  restricts  the  manner  in  which  drug  samples  may  be 
acquired  and  authorizes  heavy  fines  and  prison  sentences  for  violating  its 
provisions.21 


20.  M.G.L  c.  94C.  s.  22(b). 

21.  Pub.  L  No.  100-293,  102  Stat.  95  (1988).  Copies  of  this  statute  may  be  obtained  from  the  U.S.  Government 
Bookstore,  Thomas  P.  O'Neill,  Jr.  Federal  Building,  Room  179,  10  Causeway  Street,  Boston,  MA  02222.  Telephone:  (617) 
565-6680. 
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Prescriptions  Must  Be  Issued  In  the  Usual  Course  of  Professional  Practice 
and  for  a  Legitimate  Medical  Purpose 


"A  prescription  for  a  controlled  substance  to  be  valid  shall  be 
issued  for  a  legitimate  medical  purpose  by  a  practitioner  acting  in 
the  usual  course  of  his  professional  practice  ....  An  order 
purporting  to  be  a  prescription  issued  not  in  the  usual  course  of 
professional  treatment  or  in  legitimate  and  authorized  research  is 
not  a  prescription  within  the  meaning  and  intent  [of  this  act]." 

M.G.L  c.  94C,  s.  19(a) 

This  statutory  language  sets  forth  the  minimum  requirements  that  must  be 
met  in  order  for  a  prescription  to  be  valid  in  the  Commonwealth.  In  sum,  the 
standard  of  conduct  proposed  by  c.  94C  can  be  broken  down  into  two 
requirements.  To  be  valid: 

1.  A  prescription  must  be  issued  for  a  legitimate  medical 
purpose;  and 

2.  By  a  practitioner  in  the  usual  course  of  his  professional 
practice. 

The  Board  discussed  these  standards  in  depth  in  the  disciplinary  case  In 
the  Matter  of  Arthur  E.  Baer,  Adjudicatory  Case  No.  205,  Board  Decisions,  Vol.  1 
(1978).22  The  following  two  sections  summarize  the  standards  established  in  the 
Baer  decision. 

1 .  Legitimate  Medical  Purpose 

The  general  standard  for  whether  a  prescription  is  issued  for  a  legitimate 
medical  purpose  is  often  regarded  as  a  question  of  whether  the  physician  was 
acting  in  good  faith  in  issuing  the  prescription.23 


22.  The  complete  decision  can  be  found  in  Attachment  E. 

23.  Commonwealth  v.  Noble,  230  Mass.  83  (1918);  Commonwealth  v.  Miller,  361  Mass.  644  (1972). 
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Several  indications  of  the  lack  of  good  faith  are  furnished  by  case  law.  They 
are: 

a)  Failure  to  follow  at  least  minimum  professional  procedures  (see  the 
section  on  page  15  which  deals  with  the  actions  of  a  practitioner  in  the  usual 
course  of  his  professional  practice); 

b)  The  physician's  permitting  the  patient  to  name  the  drug  he  desires;24 

c)  The  physician's  expressing  concern  as  to  how  and  where  a  prescription 
would  be  filled  in  a  manner  which  does  not  indicate  a  good  faith  concern  for  his 
patient; 

d)  Repeated  refills  over  relatively  short  periods;25 

e)  General  remarks  of  the  physician  indicating  his  or  her  experience  with 
non-therapeutic  uses  of  the  drug  and  of  drug  enforcement  actions  and 
procedures; 

f)  Failure  to  schedule  appropriate  additional  appointments  for  return  visits 
and  other  factors  indicating  a  lack  of  interest  in  follow-up  care;  and 

g)  Conversations  and  other  circumstances  which  demonstrate  that  the 
physician  knew  that  the  drugs  were  not  to  be  used  for  a  therapeutic  or  medical 
purposes. 

Physicians  should  remember  that  these  are  merely  indications  of  a  lack  of 
good  faith  which  a  hearing  officer  might  look  for  if  a  physician's  prescribing 
practices  were  brought  into  question. 


24.  The  fact  that  a  patient  has  named  the  drug  he  is  eventually  prescribed  obviously  does  not  necessarily  make  the 
prescription  of  that  drug  inappropriate.  For  further  discussion,  see  guideline  #13  on  page  21. 

25.  The  Board  realizes  that  there  are  many  situations  where  repeated  refills  over  short  periods  are  perfectly  appropriate. 
Whether  this  indicates  bad  faith  depends  on  the  context  in  which  the  refills  are  given. 
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2.  In  the  Usual  Course  of  a  Practitioner's  Practice 

To  satisfy  the  requirement  that  a  prescription  be  issued  by  a  practitioner  in 
the  usual  course  of  his  professional  practice,  there  must  be  a  physician-patient 
relationship  which  is  for  the  purpose  of  maintaining  the  patient's  well  being  and 
the  physician  must  conform  to  certain  minimum  norms  and  standards  for  the  care 
of  patients. 

A  minimum  standard  of  proper  medical  practice  requires  that  the  physician 
establish  a  proper  diagnosis  and  regimen  of  treatment.  At  minimum,  on  first 
encounter  with  a  patient,  a  physician  must 

1)  Take  and  record  an  appropriate  medical  history;  and 

2)  Carry  out  an  appropriate  physical  exam  and  record  the 
results. 

The  paramount  importance  of  a  complete  medical  history  is  well- 
established.26  The  importance  of  the  physical  examination  in  making  a  correct 
diagnosis  and  establishing  a  course  of  treatment  is  also  well-documented.27 

The  observance  of  these  procedures  as  a  function  of  the  "usual  course  of 
professional  practice"  is  of  particular  importance  when  controlled  substances  are 
to  play  a  part  in  the  course  of  treatment.  It  is  the  responsibility  of  the  physician  to 
prescribe  drugs  with  proper  regard  for  their  action  and  potential  dangers.  Such 
procedures  not  only  ensure  that  the  patient  obtain  correct  treatment  but  may 
prevent  adverse  reactions  to  drugs,  which  are  a  common  cause  of  morbidity,  and 
less  commonly,  mortality. 


26.  The  written  history  of  an  illness  should  embody  all  the  facts  of  medical  significance  in  the  life  of  the  patient  up  to 
the  time  that  he  consults  the  physician  ...  the  mind  of  the  physician  must  be  constantly  alert  to  the  possibility  that  any 
event  related  by  the  patient,  any  symptom  however  trivial  or  apparently  remote,  may  be  the  key  to  the  solution  of  the 
puzzle."  Harrison,  Principles  of  Internal  Medicine,  3-6  (1977). 

27.  The  importance  of  a  thorough  and  accurate  physical  examination  in  establishing  a  medical  diagnosis  cannot  be 
overemphasized  ...  [N]eglect  of  any  portion  thereof  may  result  in  the  physician  missing  some  important  sign.  In  this 
regard,  it  should  be  emphasized  that  not  infrequently  patients  may  have  disease  states  which  are  presymptomatic  or 
controlled.  Thus,  every  patient  who  seeks  medical  advice  is  deserving  of  a  complete  examination."  P.J.  Talso  &  P.R. 
Alexander,  The  Principles  &  Practice  of  Medicine  12  (1972). 


16 
Failure  to  obtain  an  appropriate  medical  history  and  conduct  an 
appropriate  examination  can  not  only  have  serious  consequences  for  the  patient, 
but  it  can  also  lead  to  difficulties  for  the  physician  as  well,  including  malpractice 
claims  and  Board  investigations.28  Careless  diagnosis  is  as  serious  as  careless 
treatment  and  frequently  leads  to  allegations  of  misconduct.  Physicians  who  have 
been  disciplined  by  the  Board  for  prescription  practice  violations  have  written 
prescriptions  for  potentially  dangerous  controlled  substances  without  conducting 
any  physical  examinations  or  after  conducting  only  cursory  examinations.29 

In  addition  to  performing  the  appropriate  examinations,  physicians  must 
maintain  accurate  and  complete  records  of  patient  visits,  examinations  and 
telephone  calls  relating  to  treatment.  A  physician  whose  license  was  revoked  in 
1979  for  controlled  substances  violations  was  disciplined  in  part  because  his 
patient  records  consisted  of  small  patient  cards  which  were  casually  maintained. 
The  physician  rarely  noted  indications  of  physical  examinations,  patient  conditions 
or  explanations  of  changes  in  the  drugs  prescribed.  Except  for  some  general 
background  information,  the  patient  cards  were  little  more  than  incomplete 
records  of  prescriptions  issued.  Physicians  must  be  certain  that  they  maintain 
complete  medical  records  on  patients,  and  that  such  records  include,  at  least, 
accurate  identifying  information  on  patients,  as  well  as  indications  of  physical 
examinations,  patient  conditions,  and  explanations  of  changes  in  drugs 
prescribed. 


28.  The  Board  recognizes  that  covering  and  cross-covering  for  fellow  physicians  is  part  of  the  good  practice  of  medicine 
and  in  such  situations  it  may  be  perfectly  appropriate  to  prescribe  drugs  to  a  patient  who  the  covering  physician  has 
never  seen  or  examined.  In  such  situations,  the  covering  physician  is  relying  on  the  treating  physician's  examination  and 
diagnosis  and  this  is  permissible  as  long  as  the  reliance  is  reasonable.  For  further  discussion,  see  page  26. 

29.  Some  specialists,  such  as  psychiatrists  in  a  private  office  setting,  are  permitted  to  prescribe  drugs  for  mental 
ailments  without  conducting  a  physical  examination  where  the  general  standards  of  good  medical  care  indicate  that  a 
physical  examination  is  not  appropriate.  Medical  doctors,  including  psychiatrists,  are  permitted  to  treat  illnesses  outside 
their  specialized  area  of  practice  where  they  have  adequate  training  and  the  proper  facilities  to  do  so.  However,  a 
psychiatrist  in  a  private  office  setting  who  does  not  have  the  facilities  to  conduct  a  proper  physical  examination  should 
not  be  treating  physical  illnesses  (such  as  back  pain)  where  a  physical  examination  is  required. 
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THE  PHYSICIANS'  DESK  REFERENCE 

The  Physicians'  Desk  Reference  (PDR)  is  a  source  book  which  is  published  annually  with 
the  cooperation  of  drug  manufacturers.  The  function  of  PDR  is  to  compile,  organize  and  distribute 
the  most  current  information  available  on  thousands  of  drug  products  which  have  been  approved 
for  use  in  the  United  States.  Product  information  in  PDR  is  prepared  and  edited  by  drug 
manufacturers,  in  compliance  with  regulations  promulgated  by  the  Food  &  Drug  Admiminstration 
under  the  authority  of  the  Food,  Drug  &  Cosmetic  (FD&C)  Act. 

PDR  does  not  provide  an  absolute  standard  for  the  use  of  drugs  by  physicians.  However, 
the  Board  recognizes  that  PDR  contains  abundant  and  well-researched  information  on  the  use  of 
controlled  substances  and  many  physicians  practicing  in  Massachusetts,  as  well  as  across  the 
country,  rely  on  PDR  when  prescribing  controlled  substances.  Reliance  on  PDR,  therefore,  may  be 
considered  evidence  of  good  and  accepted  standards  for  the  use  of  a  particular  drug. 

DEA  Prescription  Guidelines 

The  Drug  Enforcement  Administration  has  issued  these  general  guidelines 
for  prescribers  of  controlled  substances.  These  guidelines  have  been  endorsed 
by  the  American  Medical  Association.30  The  Board  endorses  these  general 
guidelines. 

1)  Controlled  substances  have  legitimate  clinical  usefulness 
and  the  prescriber  should  not  hesitate  to  consider  prescribing  them 
when  they  are  indicated  for  the  comfort  and  well-being  of  patients. 

2)  Prescribing  controlled  substances  for  legitimate  medical 
uses  requires  special  caution  because  of  their  potential  for  abuse 
and  dependence. 

3)  Good  judgment  should  be  exercised  in  administering  and 
prescribing  controlled  substances  so  that  diversion  to  illicit  uses  is 
avoided  and  the  development  of  drug  dependence  is  minimized  or 
prevented. 

4)  Physicians  should  guard  against  contributing  to  drug 
abuse  through  injudicious  prescription  writing  practices,  or  by 
acquiescing  to  unwarranted  demands  of  some  patients. 


30.  Amercan  Medical  Association,  Prescribing  Controlled  Drugs  Source  Book  90  (1986). 
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5)  Each  prescriber  should  examine  his  or  her  individual 
prescribing  practices  to  ensure  that  all  prescriptions  for  controlled 
substances  are  written  with  caution. 

6)  Physicians  should  make  a  specific  effort  to  ensure  that 
patients  are  not  obtaining  multiple  prescription  orders  from  different 
prescribers.  For  further  discussion,  see  page  23. 

Further  Prescription  Guidelines 

The  following,  more  specific  guidelines  are  based  upon  the  DEA's  specific 
guidelines,  as  well  of  as  principles  the  Board  articulated  in  the  Baer  decision, 
principles  derived  from  other  Board  decisions,  and  Massachusetts  law. 

1)  The  Prescription  Must  Be  Manually  Signed  When  Written. 
The  prescription  order  must  be  signed  by  the  prescriber  when  it  is 
written.  A  rubber  stamp  signature  may  not  be  used. 

2)  The  Prescription  Must  Be  Legible.  The  written  prescription 
order  should  be  precise  and  distinctly  legible  to  enhance  exact  and 
effective  communications  between  prescriber  and  dispenser. 

3)  Refills  Must  Be  Indicated.  The  prescription  order  should 
indicate  whether  or  not  it  may  be  refilled  and,  if  so,  the  number  of 
times  or  the  duration  for  which  refill  is  authorized.  Unlike  practice  in 
other  states,  the  term  "PRN"  (Pro  Re  Nata)  has  no  meaning  with 
respect  to  refills  in  Massachusetts.  If  no  refills  are  permitted  the 
physician  should  indicate  "no  refills"  to  prevent  patients  from  adding 
refills  in  their  own  hand.  Prescription  orders  for  Schedule  III  and  IV 
drugs  may  be  refilled  if  so  authorized  on  the  prescription  order. 
However,  prescriptions  for  Schedule  III  drugs  may  only  be  refilled  up 
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to  five  times  within  six  months  after  the  date  of  issue.31  The  refilling 
of  Schedule   II   prescription   orders  is  prohibited.32      Controlled 
substances  that  are  prescribed  without  an  indication  for  refills 
cannot  be  refilled  without  authorization  by  the  prescriber. 

4)  Prescriptions  Should  Be  Made  Alteration-Proof.  When 
prescribing  a  drug,  the  actual  amount  should  be  written  out  as  well 
as  given  in  Arabic  numbers  or  Roman  numerals,  with  the  number 
enclosed  in  parentheses  or  brackets  to  prevent  the  number  from 
being  altered.  Prescribers  should  consider  placing  a  number  of 
check-off  boxes  on  their  prescription  blanks  to  show  amounts  within 
which  the  prescribed  amount  falls,  such  as  1-25,  26-50,  51-100,  and 
over  100. 

5)  DBA  Numbers  Should  Be  Hand-Written  or  Stamped.  The 
Board  discourages  physicians  from  using  prescription  pads  with  a 
pre-printed  DEA  registration  number.  Pre-printing  makes  it  easier 
for  someone  in  possession  of  a  stolen  or  forged  prescription  pad  to 
write  a  falsified  prescription.  Physicians  might  want  to  consider 
using  prescription  pads  with  carbon  copies  or  numbered 
prescription  pads. 

6)  Write  Indications  on  Prescription.  The  Board  suggests 
that  the  indications  be  written  directly  on  prescriptions  for  stronger 
drugs.  While  this  may  not  always  be  appropriate  or  necessary, 
putting  the  indications  on  the  prescription  provides  additional 
documentation  of  the  physician's  care. 

7)  Information  on  the  Prescription  Must  Be  Truthful.  It  is 
illegal  for  a  prescription  to  be  issued  by  a  physician  using  the  name 


31.  21  C.F.R.  ch.  II,  8.  1306.22(a)  (1987). 

32.  M.G.L  c.  94C,  s.  23(b). 
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of  another  physician  or  in  the  name  of  a  person  who  is  not  the 
ultimate  user  of  the  drug.  Problems  of  this  nature  usually  arise 
where  a  physician  is  purposefully  attempting  to  self-prescribe  to 
conceal  a  chemical  dependency;  however,  a  physician  should  be 
careful  that  his  or  her  name  is  not  being  signed  by  colleagues  on 
prescriptions  and  should  be  alert  to  patients  who  might  be  obtaining 
drugs  for  other  persons. 

8)  Colored  Prescription  Pads  and  Ink  Are  Preferred.  The 
Board  strongly  urges  physicians  to  use  colored  prescription  pads 
and  ink  which  cannot  be  easily  photocopied  (with  the  exception  of 
yellow  pads  which  are  reserved  for  nurse  practitioners  and 
physician  assistants  who  are  eligible  to  prescribe  in  certain 
situations).33  Black  and  white  pads,  if  copied,  are  more  difficult  for 
pharmacists  to  detect. 

9)  Separate  Blanks  Are  Required  for  Separate  Substances.  A 
separate  prescription  blank  must  be  used  for  each  controlled 
substance  prescribed.  105  CMR  721.035  states  that  practitioners 
who  wish  to  prescribe  more  than  one  drug  product,  with  the  same 
or  different  dispensing  instructions,  shall  place  each  prescription  on 
a  separate  prescription  form.  More  than  one  drug  product  may  be 
prescribed  on  a  single  form  in  a  hospital  setting  for  the  treatment  of 
diseases  specified  on  a  list  established  by  the  Department  of  Public 
Health,  provided  that  the  prescription  form  sufficiently  permits  clear 
direction  for  use  and  interchange.   ' 

10)  Beware  of  Fake  Medical  Records.  Physicians  should  be 
aware  that  patients  sometimes  alter  their  prior  medical  records, 


33.    Physicians  are  not  prohibited  from  using  yellow  pads,  but  since  they  are  reserved  for  nurse  practitioners  and 
physician  assistants,  use  of  yellow  pads  by  physicians  is  discouraged. 
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acquired  from  another  physician,  to  obtain  drugs  from  a  new 
physician.   Physicians  can  avoid  this  problem  by  speaking  with  the 
prior  physician  to  verify  the  prior  care  claimed  by  the  patient  orally  or 
through  a  medical  record. 

11)  Put  Identifying  Information  on  Institutional  Prescription 
Blanks.  When  institutional  prescription  blanks  are  used,  the 
prescriber  must  print  his  or  her  name  under  his  or  her  signature. 
The  physician's  address  and  DEA  registration  number  (or  hospital 
DEA  number  with  assigned  suffix)  should  also  be  on  such  blanks. 

12)  Pre-Dating  and  Post-Dating  Are  Prohibited.  The  date  of 
issuance  must  appear  on  the  prescription  and  no  other  date  may 
appear.34  This  means  that  pre-dating  or  post-dating  prescriptions  is 
prohibited.  Keep  in  mind  that  a  prescription  does  not  have  to  be 
filled  on  the  date  it  is  issued.  Schedule  II  substances  may  be  filled 
within  five  days  of  issuance.  Prescriptions  for  substances  in 
Schedules  III  and  IV  are  valid  for  six  months.  Prescriptions  for 
controlled  substances  in  Schedules  V  and  VI  may  be  filled  for  an 
unspecified  period  after  the  date  of  issuance.35 

13)  Do  Not  Overprescribe.  Physicians  should  prescribe  no 
greater  quantity  of  a  drug  than  is  needed  until  the  next  check-up. 
Physicians  may  prescribe  no  more  than  a  30  day  supply  of 
Schedule  II  or  III  controlled  substances  upon  any  single  filling.36  A 


34.  M.G.L  c.  94C,  s.  22(a)  states  that  a  prescription  must  include  the  date  of  delivery.  105  CMR  721.030(A)(3)(b) 
provides  that  the  prescription  must  have  space  for  the  date  of  issuance.  The  date  of  delivery  or  the  date  of  issuance  is 
the  date  the  prescription  is  written.  Furthermore,  M.G.L.  c.  94C  s.  19  implies  that  a  prescription  is  valid  when  "issued." 

35.  Prescriptions  for  controlled  substances  in  all  schedules  should  be  prescribed  and  filled  pursuant  to  the  professional 
judgment  of  the  practitioner  and  the  pharmacist,  in  good  faith,  and  in  the  usual  course  of  professional  practice  and 
treatment. 

36.  M.G.L  c.  94C,  s.  23(d).  There  are  two  exceptions  to  this  restriction.  Dextro  amphetamine  sulphate  or  methyl 
phenidate  hydrochloride,  when  prescribed  for  minimal  brain  dysfunction  or  narcolepsy,  may  be  prescribed  in  a  60-day 
supply. 
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physician  was  disciplined  in  1980  for  issuing  prescriptions  for  30- 
day  supplies  of  Nembutal  three  times  within  the  course  of  one 
month  to  several  persons  who  the  physician  believed  to  be  patients 
(each  individual,  in  other  words,  received  prescriptions  for  a  90-day 
supply  of  Nembutal  within  a  30-day  period). 

14)  Patient  Contact  Must  Be  Maintained.  The  Board  has 
interpreted  "proper  medical  practice"  to  require  that  physicians 
remain  in  close  contact  with  patients  to  whom  they  prescribe 
stronger  drugs.  In  general,  the  Board  believes  that  where  a 
physician  is  prescribing  controlled  substances  over  a  long  period  of 
time  to  a  patient  whose  disease  process  is  stable,  proper  medical 
practice  requires  that: 

■  The  physician  see  the  patient  at  least  once  every  six 
months;37  or 

■  The  physician  write  a  note  in  his  or  her  records  explaining 
why  it  is  impossible,  impractical  or  inappropriate  to  see  the 
patient  at  least  once  every  six  months.38  Those  occasions 
when  it  is  all  right  to  go  more  than  six  months  without  seeing 
a  patient  who  is  receiving  controlled  substances,  even  if  a 
note  is  made  in  the  record,  should  be  extremely  rare. 

NOTE:  Schedule  II  substances,  because  they  can  only  be 
prescribed  in  30-day  supplies  and  may  not  be  refilled,  require  a  new 
prescription  every  month.  The  Board  strongly  urges  physicians  to 
see  patients  who  are  using  Schedule  II  drugs  as  frequently  as 


37.  The  Board  does  not  mean  to  imply  that  there  are  not  many  situations  where  a  patient  whose  disease  process  is 
stable  should  be  seen  more  than  once  every  six  months. 

36.  The  Board  is  particularly  concerned  with  physicians  who  prescribe  Schedule  II  and  III  substances  to  patients  who 
they  do  not  see  for  extended  periods  of  time.  Drugs  in  Schedules  IV  -  VI,  which  have  a  much  lower  potential  of  abuse, 
are  not  subject  to  the  same  degree  of  scrutiny  as  the  more  dangerous  substances  in  the  lower  schedules. 
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possible  and  suggests  that  they  be  clinically  re-evaluated  at  least 
every  four  months.    At  minimum,  the  physician  should  speak  with 
the  patient  or  the  patient's  direct  care  physician  by  telephone  before 
issuing  a  new  Schedule  II  prescription. 

Two  cases  which  were  referred  to  the  Board  by  the  State 
Police,  illustrate  the  importance  of  patient  contact.  In  one  case  a 
physician  was  disciplined  by  the  Board  for  prescribing  a  controlled 
substance  to  a  patient  over  the  phone  and  by  mail,  without 
physically  examining  the  patient  at  any  time.  Another  physician  was 
brought  before  the  Board  on  charges  that  he  prescribed  Percocet  to 
a  patient  he  was  deceived  into  believing  was  overseas  when  in  fact 
the  patient  was  dead.  The  physician  continued  prescribing  to  the 
deceased  patient  for  nine  months  after  the  patient  had  died,  without 
making  reasonable  efforts  to  ascertain  that  the  patient  continued  to 
need  the  prescriptions.  The  substances  the  physician  prescribed 
were  diverted  for  non-medical  use. 

15)  Make  Reasonable  Efforts  to  Coordinate  Treatment  When 
a  physician  knows  or  has  reason  to  know  that  a  patient  is  receiving 
treatment  from  another  physician,  the  Board  strongly  encourages 
the  physician  to  make  reasonable  efforts  to  coordinate  treatment  so 
that  a  patient  is  not  independently  receiving  prescriptions  for  similar, 
potentially  dangerous  controlled  substances  from  more  than  one 
physician.39 


39.  In  a  recent  decision,  a  primary  care  physician  was  charged  with  improperly  prescribing  Percodan  for  a  patient 
without  ever  communicating  with  a  second  physician,  a  specialist,  who  the  primary  care  physician  knew  to  be  also 
treating  the  patient.  The  specialist  was  also  prescribing  Percodan  in  substantial  quantities.  The  charges  against  the 
physician  were  dismissed,  based  on  the  Board's  acceptance  of  an  expert  opinion  that  *[l]t  is  the  specialist  who  is  under 
an  obligation  to  keep  the  primary  physician  informed  of  any  treatment  rendered  to  a  mutual  patient." 
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Physicians  should  also  note  that  M.G.L  c.  94C,  s.  33(b) 
prohibits  patients  from  obtaining  controlled  substances  by 
deception  or  subterfuge  through  the  nondisclosure  of  a  material 
fact.  Physicians  should  encourage  all  patients  to  disclose  if  they  are 
receiving  drugs  from  another  physician  before  prescribing  additional 
drugs  to  them.  At  minimum,  a  physician  should  ask  whether  a 
patient  is  seeing,  or  has  recently  seen,  another  physician  and,  if  so, 
whether  the  other  physician  has  prescribed  medication  for  the 
patient.  In  the  event  that  the  patient  is  seeing  another  doctor,  the 
physician,  before  prescribing  Schedule  II  and  III  drugs,  may  want  to 
contact  the  other  doctor  to  verify  that  the  patient  is  not  already  being 
treated  with  drugs  that  would  be  incompatible  with  the  prescription 
of  certain  controlled  substances.40  A  quick  phone  verification  may 
be  particularly  appropriate  where  the  patient  is  unfamiliar  to  the 
physician  or  the  physician  has  reason  to  question  the  patient's 
candor.  Such  coordination  of  treatment  may  be  critical  to 
preventing  serious  drug  interactions,  in  addition  to  preventing  drug 
addiction  or  diversion. 

When  a  physician  consults  with  another  doctor  concerning  a 
common  patient,  the  conversation  should  be  documented  in  the 
patient's  medical  records.  It  may  be  wise  in  some  circumstances  to 
write  a  note  to  the  other  doctor  that  says,  "We  are  both  treating 
Patient  A  and  I  am  prescribing  drugs  X,  Y  and  Z." 


40.  In  1987,  a  physician  signed  an  Assurance  of  Discontinuance  with  the  Board  after  the  physician  was  charged  with 
improper  prescribing  practices.  The  Board  alleged  that  the  physician  prescribed  120  Percocet  per  month  (four  per  day) 
by  postdating  monthly  prescriptions  for  a  six  month  period  and  supplying  the  patient  with  these  prescriptions  once  every 
six  months.  The  physician  knew  that  the  patient  was  being  treated  by  another  physician,  but,  relying  on  the  patient's 
word,  the  physician  was  unaware  that  the  patient  was  being  prescribed  140  to  185  Percocet  per  month  at  the  same  time 
from  that  other  physician. 
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16)  Prescribing  on  Request  May  Be  improper.  Physicians  must 
exercise  independent  judgment  when  issuing  a  prescription  to  a 
patient.  A  large  number  of  physicians  who  have  been  disciplined  by 
the  Board  for  improper  prescribing  practices  have  prescribed 
Schedule  II  and  III  controlled  substances  virtually  on  request  of  their 
patients.  The  physicians  who  get  in  trouble  in  this  area  generally 
know  that  they  are  doing  something  inappropriate  or  are  extremely 
careless  in  their  practice. 

Statements  by  the  patient  naming  desired  drugs,  especially 
Schedule  II  and  III  controlled  substances,  should  be  regarded  as 
warning  signals  by  the  physician,  particularly  in  situations  where  the 
physician  is  not  familiar  with  the  patient  or  the  patient's  history.  In 
such  a  situation,  the  physician  should  be  especially  cautious  to 
ascertain  that  the  patient  is  not  seeking  the  drug  for  illegitimate 
uses. 

Obviously,  the  patient  is  often  the  best  and  only  source  of 
what  alleviates  his  or  her  pain  or  other  symptoms  and  the  Board 
does  not  wish  to  suggest  that  using  the  patient  as  a  source  of 
information  is  in  any  way  improper.  The  practice  which  concerns 
the  Board  is  a  very  narrow  area  of  misconduct  in  which  a  patient, 
who  is  often  unknown  to  the  physician,  comes  to  see  the  physician, 
requests  a  Schedule  II  or  III  drug  and  the  physician,  after  making 
little  or  no  effort  to  find  out  whether  the  patient  genuinely  needs  the 
drug  for  a  legitimate  medical  use,  writes  a  prescription  in 
compliance  with  the  request. 

17)  Avoid  Cursory  Examinations.  Patient  examinations, 
particularly  initial  examinations,  should  be  thorough  and  should 
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include  the  taking  of  an  appropriate  medical  history.  As  part  of  any 
initial  examination,  the  physician  or  his  staff  should  document  the 
patient's  social  situation,  as  social  factors  often  contribute  to  drug 
diversion. 

Because  each  patient  is  unique,  there  are  no  universal 
examination  requirements  which  govern  every  patient  visit.  In 
general,  the  accepted  standards  of  professional  conduct  should 
guide  the  physician  when  examining  a  patient.  For  further 
information,  refer  to  the  discussion  of  the  Baer  decision  on  pages 
13-16. 

18)  Exercise  Care  When  Covering  for  other  Physicians.  The 
Board  recognizes  that  covering  and  cross-covering  for  other 
physicians  is  part  of  good  medical  practice,  and  often  the  covering 
physician  will  write  a  prescription  for  a  patient  who  the  covering 
physician  has  neither  seen  nor  examined.  In  these  situations  the 
covering  physician  is  acting  in  reliance  on  the  treating  physician's 
examination.  As  long  as  the  covering  physician's  reliance  is 
reasonable,  this  practice  is  perfectly  permissible.  The  covering 
physician's  reliance  on  another  physician's  examination  will  be 
presumed  to  be  reasonable  if  the  covering  physician  verifies  the 
identity  of  the  treating  physician,41  discusses  the  patient's  case  with 
the  treating  physician,  prescribes  only  that  amount  of  medication 
necessary  until  the  treating  physician  can  again  assume  control  of 
the  patient's  treatment,  and  documents  his  or  her  coverage 
accurately.      Particular  care  must  be  taken  when  the  covering 


41.   Verification  should  include  checking  the  telephone  number  and  calling  the  physician  back,  where  the  coverage  is 
arranged  by  telephone  and  the  treating  physician  is  not  personally  known  by  the  covering  physician. 
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physician  is  prescribing  Schedule  II  substances  to  a  patient  who  the 
covering  physician  has  not  personally  examined. 

19)  Record  Accurately  Examination  Results  and  Prescriptions 
Written.  The  appearance  of  impropriety  can  result  if  a  physician 
prescribes  a  controlled  substance  based  upon  an  examination 
which  is  not  properly  and  accurately  recorded.  Some  physicians 
who  have  been  disciplined  by  the  Board  have  testified  that  they 
conducted  proper  examinations,  where  the  record,  if  it  existed  at  all, 
did  not  support  their  oral  testimony.  In  addition,  all  prescriptions 
written  should  be  accurately  recorded  in  the  patient's  record.  For 
further  discussion,  refer  to  page  16. 

20)  Phone  in  First  Prescription  if  Suspicious  of  New  Patient 
On  a  patient's  initial  visit,  the  physician  may  want  to  inquire  what 
pharmacy  the  patient  uses  and  call  in  the  prescription  personally  if 
the  physician  has  reason  to  be  suspicious  of  the  patient.42  This 
permits  the  physician  to  determine  whether  the  patient  is  being 
truthful  about  actually  using  the  pharmacy  and  may  enable  the 
physician  to  discover  what  other  drugs,  if  any,  the  patient  is  being 
prescribed  by  other  physicians. 

Enhancing  Patient  Compliance 

Surveys  of  patient  compliance  with  prescription  instructions  are  not 
encouraging.  As  many  as  half  of  all  patients  may  be  deviating  from  the 
physician's  directions  for  use  by: 

■  Never  obtaining  the  drug; 

■  Never  taking  the  prescribed  drug; 


42.  Schedule  II  substances,  of  course,  cannot  be  communicated  over  the  telephone  in  Massachusetts  in  non-emergency 
situations. 
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■  Taking  the  prescribed  drug  improperly. 

■  Self-medicating  by  taking  non-prescribed  drugs  and  alcohol  in 
addition  to  or  in  place  of  a  prescribed  drug. 

Open  avenues  of  communication  between  the  physician  and  the  patient 
can  enhance  patient  compliance.  Physicians  should  carefully  describe  to  patients 
the  purpose  and  use  of  the  drug,  as  well  as  any  significant  side  effects  that  the 
patient  may  experience.  This  is  especially  important  where  psychoactive  drugs 
are  involved. 

Where  the  physician  has  reason  to  suspect  the  patient's  motives,  but  the 
physical  examination  and  patient  history  indicate  that  the  patient's  complaint  may 
be  based  upon  a  legitimate  physical  or  psychological  condition,  the  physician  can 
lessen  problems  of  non-compliance  by  prescribing  the  smallest  possible  amount 
of  the  drug  pending  confirmation  of  the  patient's  ailment.43 

NOTE:  Patient  Medication  Information  sheets,  which  describe  in  easy  to 
understand  terms  individual  prescription  drugs,  are  available  for  a  nominal  charge 
from  the  American  Medical  Association.  (See  examples  in  Attachment  F)  The 
Board  encourages  physicians  to  provide  this  type  of  written  information  to 
patients  to  help  patients  become  more  informed  participants  in  their  own  health 
care. 


43.  See  Amewcan  Medical  Association,  Prescrbing  Controlled  Drugs  Source  Book  9 1-92  (1986). 
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PART  TWO 

Treating  Drug  Dependent  Persons 

1 .  Legal  Requirements 

Physicians  who  use  drugs  to  treat  drug  dependent  persons  for 
dependency  are  subject  to  special  reporting  requirements  under  Massachusetts 
law44  and  must  be  aware  of  the  limitations  imposed  by  federal  law.45  Physicians 
who  are  not  specially  registered  with  the  DEA  are  not  prohibited  from 
administering  narcotics  to  a  person  for  the  purpose  of  relieving  acute  withdrawal 
symptoms  when  necessary  while  arrangements  are  being  made  for  referral  for 
treatment.  However,  in  such  cases,  not  more  than  one  day's  medication  may  be 
administered  at  a  time  and  such  treatment  may  not  continue  for  more  than  three 
days.46  It  should  be  emphasized  that  patients  who  legitimately  take  controlled 
substances  for  extreme  pain  can  become  tolerant  to  their  medications.  Such 
patients  should  not  be  considered  "drug  dependent." 

Physicians  who  administer  or  otherwise  deliver  controlled  substances  in 
Schedules  I,  II,  or  III  to  treat  a  drug  dependent  person  for  his  or  her  dependency 
must  report  to  the  Department  of  Public  Health  giving  identifying  information  and 
the  address  of  each  patient  to  whom  such  controlled  substance  is  dispensed,  and 
the  name,  dosage  and  strength  per  dosage  unit  of  the  substance  used.47 


44.  A  drug  dependent  person  is  defined  as  "a  person  who  is  unable  to  function  effectively  and  whose  inability  to  do  so 
causes,  or  results  from,  the  use  of  a  drug  other  than  alcohol,  tobacco  or  lawful  beverages  containing  caffeine,  and  other 
than  from  a  medically  prescribed  drug  when  such  drug  is  medically  indicated  and  the  intake  is  proportioned  to  the 
medical  need."  M.G.L  c.  111E,  s.  1. 

45.  21  C.F.R.  ch.  II,  s.  1306.07  (1987). 

46.  21  C.F.R.  ch.  II,  s.  1306(b).  The  limitation  in  s.  1306.7(a)  also  "is  not  intended  to  impose  any  limitations  on  a 
physician  or  authorized  hospital  staff  to  administer  or  dispense  narcotic  drugs  in  a  hospital  to  maintain  or  detoxify  a 
person  as  an  incidental  adjunct  to  medical  or  surgical  treatment  of  conditions  other  than  addiction,  or  to  administer  or 
dispense  narcotic  drugs  to  persons  with  intractable  pain  in  which  no  relief  or  cure  is  possible  or  none  has  been  found 
after  reasonable  efforts."  21  C.F.R.  ch.  II,  s.  1306(c). 

47.  M.G.L  c.  94C,  s.  24(a). 
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Physicians  who  wish  to  treat  a  patient's  drug  dependent  persons  must  also  obtain 
separate  registration  from  the  Drug  Enforcement  Administration. 

In  addition,  federal  regulations  impose  strict  limits  on  the  treatment  of  drug 
dependent  persons  with  narcotic  drugs.  A  physician  may  administer  or  dispense 
directly  (but  not  prescribe)  narcotic  drugs  in  any  schedule  to  a  narcotic  drug 
dependent  person  for  "detoxification  treatment"  or  "maintenance  treatment" 
provided  the  physician  is  separately  registered  and  complies  with  all  other 
regulatory  standards.48 

Treating  patients  for  drug  dependency  usually  requires  specialized 
knowledge  beyond  the  typical  substance  abuse  training  that  is  taught  in  medical 
school.  Physicians  should  not  undertake  to  treat  patients  for  drug  dependency  or 
the  psychological  underpinnings  of  an  addictive  personality  unless  they  have 
sufficient  training  to  do  so.  Where  the  treating  physician  lacks  specialized 
knowledge,  patients  should  be  referred  to  experts  in  drug  dependency. 

Drug  dependent  persons,  of  course,  often  suffer  from  other  medical 
illnesses  which  require  prescription  medication.  Physicians  who  are  not  treating  a 
patient  for  drug  dependency  may  prescribe  drugs  for  the  separate  condition  to 
the  drug  dependent  patient  and  are  not  generally  subject  to  the  above 
requirements.  Questions  about  using  controlled  substances  and  other  drugs  to 
treat  drug  dependent  persons  should  be  directed  to  the  Drug  Enforcement 
Administration  (Telephone:  (617)  565-2824)  and  the  Department  of  Public  Health, 
Division  of  Food  &  Drug  (Telephone:  (617)  727-2670). 


48.  21  C.F.R.  ch.  II,  8.  1306.07(a).  'Detoxification  treatment"  is  defined  as  the  dispensing,  for  a  period  not  in  excess  of 
twenty-one  days,  of  a  narcotic  drug  in  decreasing  doses  to  an  individual  In  order  to  alleviate  adverse  physiological  or 
psychological  effects  incident  to  withdrawal  from  the  continuous  or  sustained  use  of  a  narcotic  drug  and  as  a  method  of 
bringing  the  individual  to  a  narcotic  drug-free  state  within  such  period."  21  U.S.C.  802(28).  "Maintenance  treatment"  is 
defined  as  "the  dispensing,  for  a  period  not  in  excess  of  twenty-one  days,  of  a  narcotic  drug  in  the  treatment  of  an 
individual  for  dependenoe  upon  heroin  or  other  morphine-like  drugs."  21  U.S.C.  802(27). 
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2.  Identifying  the  Deceptive  Patient 

Drug  dependent  persons  frequently  approach  honest  physicians  for  the 
specific  purpose  of  securing  drugs  to  support  their  dependency.49  "Conning" 
patients  can  be  found  in  all  different  areas  of  medical  practice.  Physicians  should 
guard  against  patients  who  are  "working"  or  "making  a  doctor"  in  order  to  satisfy 
their  drug  habit.  The  AMA  has  identified50  the  following  approaches  used  by  such 
patients: 

■  Feigning  Physical  Problems.  Many  physical  problems  can  be 
convincingly  simulated  by  patients.  Three  common  problems  which 
are  feigned  are:  renal  colic  (complaining  of  pain  on  the  left  side), 
toothache  (the  patient  claims  to  be  from  another  town  and  to  have 
left  the  medication  prescribed  by  his  own  dentist  behind),  and  tic 
douloureux  (a  favorite  approach  because  it  has  no  clinical  or 
pathological  signs;  patients  complain  of  intense  facial  pain  lasting 
several  seconds  or  minutes). 

■  Feigning  Psychological  Problems.  The  psychological  complaints 
most  often  presented  include  anxiety,  insomnia,  fatigue  and 
depression. 

■  Other  Deceptions.  In  addition  to  prescription  theft,  forgery  and 
alterations,  which  have  been  previously  alluded  to,  other 
manipulative  techniques  include  concealing  or  pretending  to  take 
medications,  and  using  the  excuse  that  the  medication  was  lost  or 
stolen  to  get  refills  within  a  shorter  period  of  time  than  was  originally 
prescribed. 


49.  See  the  prescription  scams  in  the  excerpts  of  the  "Scam  of  the  Month  Initiative"  of  the  Missouri  Task  Force  on 
Misuse,  Abuse  and  Diversion  of  Prescription  Drugs  in  Attachment  G. 

50.  See  American  Medical  Association,  Prescribing  Controlled  Drugs  Source  book  82  (1986). 
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■  Pressuring  the  Physician  by  eliciting  sympathy  or  guilt,  or  even 

through  direct  threats  or  offering  bribes. 

The  tactics  of  drug  dependent  persons  may  seem  obvious,  but  plenty  of 
good,  honest  physicians  have  been  victimized  by  them  when  these  tactics  are 
employed  skillfully.  Drug  dependent  persons  seeking  controlled  substances  can 
be  any  age  and  often  do  not  "look"  suspicious.  Physicians  should  beware  of 
transient  patients,  patients  who  study  the  physician's  own  responses  too 
carefully,  extremely  persuasive  patients  and  patients  who  show  little  interest  in  the 
diagnosis  and  resist  attempts  to  verify  their  medical  history.  These  are  common 
behaviors  among  deceptive  patients.  (See  Attachment  H  for  further  information  on 
identifying  chemically  dependent  patients.) 

Physicians  who  feel  that  they  have  been  threatened  into  writing  a 
prescription  should  immediately  notify  the  police  once  the  patient  has  left  the 
office. 

Inactive  Physicians 

Physicians  whose  licenses  are  on  "inactive  status"  are  not  permitted  to 
prescribe  drugs.  A  physician  who  is  inactive  can  no  longer  engage  in  the  practice 
of  medicine  in  Massachusetts.  Prescribing  drugs  is  part  of  the  practice  of 
medicine. 

Management  of  Pain 

Physicians  treating  patients  who  are  suffering  from  pain  should  take 
precautions  so  that  they  are  not  engaging  in  the  overmedication  or 
undermedication  of  controlled  substances.  The  Board  is  particularly  disturbed  by 
reports  that  terminally  ill  patients  in  chronic  pain  may  not  always  be  receiving  the 
appropriate  medication  to  alleviate  their  suffering  in  their  final  days.    No  patient 
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should  ever  wish  for  death  because  of  a  physician's  reluctance  to  use  opioid 
analgesics. 

When  faced  with  a  patient  who  is  in  acute  or  chronic  pain,  physicians 
should  consider  and  explore  appropriate  alternatives  to  drug  therapy,  such  as 
established  pain  clinics.  Some  forms  of  pain,  such  as  neuropathic  pain,  are  not 
usually  relieved  by  the  use  of  narcotic  analgesics  and  physicians  should  look  for 
drugs  which  have  been  shown  to  be  effective  for  that  particular  symptom.51 
Somatic  pain,  on  the  hand,  can  often  be  effectively  treated  by  analgesics  and 
physicians  should  make  available  to  their  patients  the  best  and  most  effective 
drugs  modern  medical  science  has  to  offer.52  When  they  are  used,  opiates  and 
opioids  should  be  given  in  the  smallest  effective  dose  and  as  infrequently  as 
possible  to  minimize  the  development  of  tolerance  and  physical  dependence. 

The  Board  does  not  wish  to  discourage  physicians  from  prescribing  strong 
analgesics  to  relieve  the  suffering  of  patients  who  are  in  severe  pain,  both  acute 
and  chronic,  such  as  the  pain  of  terminal  cancer  and  postoperative  pain.  Opiates 
and  opioids  have  legitimate  clinical  usefulness,  and  physicians  should  not  hesitate 
to  prescribe  them  when  they  are  indicated  for  the  comfort  and  well  being  of 
patients  who  require  relief  that  cannot  be  provided  by  non-opiate  analgesics  and 
alternative  forms  of  therapy.53  The  Board  recognizes  that  the  danger  of  addiction 
to  analgesics  may  be  relatively  low  when  the  patient  has  no  history  of  addiction. 

The  Board  also  acknowledges  that  there  is  a  distinction  between 
maintaining  a  dependency  and  patients  becoming  tolerant  on  pain  medications. 
All  patients  probably  develop  tolerance  and  physical  dependence  to  narcotic 
analgesics.     When  patients  are  receiving  these  drugs  for  the  treatment  of 


51.  Address  by  Raymond  Maciewicz,  M.D.,  Ph.D.,  Massachusetts  Medical  Society  'Current  Issues  in  Prescribing 
Controlled  Substances*  Conference,  in  Cambridge,  Massachusetts,  October  19,  1988.  Dr.  Maciewicz  is  an  Associate 
Professor  of  Neurology  (Neuroscience)  at  Harvard  Medical  School  and  a  member  of  the  Massachusetts  Medical 
Society's  Committee  on  Public  Health. 

52.  Id. 

53.  See  American  Medical  Association,  Prescribing  Controlled  Drugs  Source  Book,  32-38  (1986). 
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legitimate  pain,  this  rarely  presents  a  problem.    Problems  arise  in  the  relatively 
small  number  of  individuals  who  are  prone  to  drug  misuse  where  prescription 
narcotics  are  used  to  promote  and  sustain  drug  addiction. 

For  further  information  on  the  appropriateness  of  prescribing  narcotic 
analgesics  to  patients  in  chronic  pain,  see  the  General  Guidelines  for  Use  of 
Narcotic  Analgesics  in  Chronic  Pain  written  by  Raymond  Maciewicz,  M.D.,  Ph.D., 
which  are  included  in  Attachment  I.  The  Board  endorses  these  guidelines. 


Prescribing  for  Immediate  Family  Members 

Prescribing  to  immediate  family  members  is  frequently  associated  with 
problems  of  self-medication  and  chemical  dependency  by  physicians  and  is 
therefore  carefully  scrutinized  by  the  Board.  Treatment  of  immediate  family 
members  with  controlled  substances  over  a  substantial  period  of  time  may 
indicate  a  lack  of  objectivity  and  clinical  detachment  on  the  part  of  the  physician. 
Physicians  who  prescribe  controlled  substances  for  family  members  must  take 
extra  precautions  to  insure  that  this  privilege  is  not  abused. 

The  same  examination  requirements  applicable  to  patients  who  are  not 
related  to  the  physician  apply  when  the  physician  is  prescribing  controlled 
substances  to  the  physician's  immediate  family  members.  Physicians  should 
document  examination  results  carefully  and  accurately.  Under  a  regulation  the 
Board  has  passed,54  Schedule  II  controlled  substances,  because  of  their 
extremely  high  potential  for  abuse,  may  not  be  prescribed  to  a  member  of  a 
licensee's  immediate  family,  including  a  parent,  child,  sibling,  parent-in-law, 
son/daughter-in-law,  brother/sister-in-law,  step-parent,  step-child,  step-sibling,  or 
spouse  or  equivalent,  except  in  an  emergency.    This  prohibition  includes  other 


54.  The  text  of  the  regulation  can  be  found  in  Attachment  J. 
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relatives  permanently  residing  in  the  same  residence  as  the  licensee.  The  Board 
suggests  that  physicians  consider  refraining  from  prescribing  all  controlled 
substances   for   family   members   and   significant   others   in    non-emergency 
situations. 

Self-Prescribing  by  Physicians 

Physician  self-prescribing  presents  even  deeper  concerns  than  prescribing 
to  family  members.  The  prescription  of  drugs  to  oneself  creates  an  enormous 
potential  for  abuse  and  places  a  difficult  burden  on  the  pharmacist,  who  is  equally 
responsible  under  the  law  to  determine  whether  a  prescription  is  valid. 

The  Board  has  concluded  that  the  potential  for  abuse  of  lower  schedule 
drugs  far  outweighs  the  relatively  minor  inconvenience  that  is  caused  by  requiring 
physicians  to  obtain  prescriptions  for  their  own  use  from  other  physicians.  For 
this  reason,  the  Board  has  adopted  a  regulation  under  which  physicians  are  no 
longer  permitted  to  prescribe  controlled  substances  in  Schedules  II  through  IV  for 
their  own  use.55 

Prescription  of  Anorectics 

Anorectics  (amphetamines  and  sympathomimetic  amines),  are  frequently 
used  as  appetite  suppressants,  although  they  have  other  accepted  uses, 
including  use  in  the  treatment  of  properly  documented  Attention  Deficit  Disorder 
or  Hyperkinetic  Syndrome  in  children  and  narcolepsy  or  idiopathic  CNS 
hypersomnia  in  adults. 

Serious  questions  have  been  raised  about  the  clinical  effectiveness  of 
anorectics  in  treating  patients  for  weight  loss.  Furthermore,  there  are  strong 
indications  that  many  patients  may  achieve  more  successful  results  through 


55.  The  text  of  the  regulation  can  be  found  in  Attachment  J. 
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modern  behavior  modification  techniques  than  through  drug  therapies  involving 
the  prescription  of  anorectics.  The  questionable  effectiveness  of  anorectics  is 
especially  troublesome  because  anorectics  have  a  substantial  potential  for 
inducing  dependence  and  are  frequently  the  subject  of  misuse.  A  substantial 
number  of  the  Board's  disciplinary  cases  having  to  do  with  improper  prescribing 
practices  have  involved  the  prescription  of  anorectics. 

The  Board  has  promulgated  a  regulation  which  prohibits  the  prescription  of 
anorectics  (amphetamines  and  sympathomimetic  amines)  as  an  appetite 
suppressant.56  Given  the  narrow  usefulness,  dubious  effectiveness,  and  clear 
dangers  of  anorectics,  the  Board  has  concluded  that  the  prescription  of 
anorectics  for  weight  control  can  never  be  justified. 

Prescription  of  Anabolic  Steroids  for  Athletic  Purposes 

Recent  events,  such  as  the  disqualification  of  Canadian  sprinter  Ben 
Johnson  from  the  1988  Summer  Olympics,  have  raised  renewed  concerns  about 
the  use  of  anabolic  steroids  to  enhance  physical  performance  and  physique  by 
athletes,  body  builders  and  others. 

The  use  and  distribution  of  steroids  is  illegal  in  the  United  States,  except 
through  authorized  prescriptions.  While  there  are  many  positive  uses  for  steroids 
which  are  clearly  medically  appropriate,  the  practice  of  prescribing  anabolic 
steroids  for  the  sole  purpose  of  increasing  a  patient's  body  muscle  and/or  athletic 
performance  is  a  questionable  one  and  something  which  the  Board  feels 
compelled  to  address. 

Anabolic  steroids  are  apparently  effective.  They  can  hasten  the  growth  of 
muscle  tissue,  increase  strength  and  add  bulk.  These  benefits,  however,  may 
come  at  a  significant  price.   The  potential  side  effects  from  the  use  of  anabolic 


56.  The  text  of  the  regulation  can  be  found  in  Attachment  J. 
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steroids  are  extremely  severe.  Liver  cancer,  high  blood  pressure,  clogging  of  the 
arteries,  hypertension,  prostate  cancer,  breast  cancer  and  sterility  are  just  some 
of  the  negative  side  effects  associated  with  anabolic  steroids. 

Many  athletes,  and  others,  view  the  risk  of  using  anabolic  steroids  to  be 
acceptable  when  faced  with  the  opportunity  to  achieve  heroic  success.  Some  of 
these  steroid  users  are  minors,  whose  ingestion  of  these  drugs  poses  even  more 
serious  concerns.57 

Several  major  athletic  organizations,  including  the  National  Collegiate 
Athletic  Association,  the  International  Olympic  Committee,  the  National  Football 
League,  and  Major  League  Baseball,  already  ban  the  use  of  anabolic  steroids  in 
their  sports.58  In  addition,  the  American  Medical  Association  has  issued  a 
resolution  condemning  the  use  of  anabolic  steroids  for  athletic  purposes  and 
urging  states  to  pass  laws  against  such  use.59 

It  is  the  Board's  position  that  anabolic  steroids  must  not  be  prescribed  for 
athletic  purposes.  The  Board  has  adopted  a  regulation  which  prohibits  the 
prescription  of  anabolic  steroids  for  the  purpose  of  enhancing  a  patient's  athletic 
ability  or  performance.60 


57.  A  study  by  the  Journal  of  the  American  Medical  Association  found  that  6.6%  of  12th  grade  male  students 
acknowledge  using  anabolic  steroids  and  two-thirds  of  those  students  began  using  anabolic  steroids  when  they  were  16 
years-old  or  younger.  One-fifth  of  the  students  who  used  anabolic  steroids  said  a  health  professional  was  the  source  of 
the  drugs.  Buckley,  Yesalis,  Friedl,  Anderson,  Streit,  Wright,  Estimated  Prevalence  of  Anabolic  Steroid  Use  Among  Male 
High  School  Seniors,  J.  AM.A  3441  (1988). 

58.  Major  League  Baseball  prohibits  the  use  all  performance-enhancing  drugs.  The  National  Football  League  has 
recently  announced  that  it  is  toughening  the  league's  penalty  against  players  who  use  steroids  so  that  it  is  the  same  as 
for  players  who  are  tested  positive  for  cocaine  use.  The  National  Basketball  Association  (NBA)  and  the  National  Hockey 
League  (NHL),  however,  do  not  currently  have  a  formal  rule  against  using  steroids.  The  NBA  forbids  the  use  of  only  two 
drugs:  cocaine  and  heroin.  The  NHL  has  an  unwritten  rule  which  says  players  will  be  banned  from  playing  in  the  league 
if  they  use  'illegal"  drugs.  This  rule  would  not  cover  anabolic  steroics  which  were  legally  prescribed. 

59.  Resolution  131  •  Abuse  of  Anabolic  Steroids  and  Human  Growth  Hormones,  Actions  Taken  by  the  AMA  House  of 
De (gates  329,  June  1988.  See  Attachment  K  for  text  of  resolution  and  1986  AMA  report. 

60.  The  text  of  the  regulation  can  be  found  in  Attachment  J. 
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Dated  Doctors  and  the  Importance  of  Continuing  Education 

Many  physicians  engage  in  improper  and  uninformed  prescribing  practices 
simply  because  they  have  not  kept  abreast  of  new  developments  in 
pharmacology  and  drug  therapy.  These  doctors  are  often  referred  to  as  "dated 
doctors." 

The  Board  urges  all  physicians  to  keep  up-to-date  on  current  information 
which  affects  the  proper  prescribing  of  controlled  substances  and  encourages  the 
development  of  programs  such  as  the  "Mini-Residency  in  the  Prescribing  of  CDS" 
operated  by  the  University  of  Medicine  &  Dentistry  of  New  Jersey.61 
Adverse  Drug  Reactions 

Physicians  are  encouraged  to  report  adverse  drug  reactions  to  assist  the 
Food  and  Drug  Administration  in  identifying  drug  risks  quickly,  so  that  accurate 
information  can  be  passed  along  to  physicians,  patients  and  health  care  officials. 
The  FDA  relies  on  voluntary  reporting  to  discover  safety  problems  which  do  not 
show  up  in  drug  trials  which  are  conducted  prior  to  the  drug's  approval. 

In  Massachusetts,  the  Department  of  Public  Health,  Division  of  Food  and 
Drugs,  has  embarked  on  an  Adverse  Drug  Reaction  Reporting  Project,  sponsored 
by  the  Food  and  Drug  Administration,  to  promote  and  facilitate  the  reporting  of 
adverse  drug  reactions.  Adverse  drug  reactions  may  be  reported  by  calling  (toll- 
free)  1-800-332-DRUG,  and  the  Adverse  Drug  Reaction  staff  will  do  the  paperwork 
for  the  physician.  Adverse  Drug  Reactions  may  also  be  reported  by  filling  out 
Form  FDA  1639  and  mailing  it  to  the  Massachusetts  ADR  Reporting  Project  at  the 
Division  of  Food  and  Drugs,  305  South  Street,  Jamaica  Plain,  MA  02130. 

A  copy  of  the  Division  of  Food  and  Drugs'  Reporting  Guidelines  and  a  copy 
of  Form  FDA  1639  can  be  found  in  an  Attachment  L 


61.  The  Board  uses  this  program  as  part  of  its  disciplinary  process.  For  further  information  on  this  program,  contact: 
William  Vilensky,  D.O.,  Program  Director,  Controlled  Dangerous  Substances,  University  of  Medicine  and  Dentistry  of  New 
Jersey,  School  of  Osteopathic  Medicine,  401  Haddon  Avenue,  Suite  386,  Camden,  New  Jersey  08103-1291.  Telephone: 
(609)  757-7857. 
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Members*  Governor's  Statewide  Anti-Crime  Council 


From:     Katherine  Pappas»  Governor's  Statewide  Anti-Crime  Council 
Staff 


Subject:   Multiple-Copy  Prescription  Program 


Date: 


February  10,  1987 


Combatting  Drug  Abuse:   Prescription  Druqs  Out  of  Control 


The  Massachusetts  Experience 


While  the  abuse  of  heroin,  cocaine,  marijuana  and  other  illegal 
drugs  generate  considerable  public  attention  and  are  the  primary  focus  of 
law  enforcement  and  public  health  efforts  in  terms  of  manpower  and  re- 
sources, prescription  drug  abuse  is  a  silent  epidemic  which  generally 
receives  little  publicity.   Yet  these  drugs  have  virtually  the  same  po- 
tential for  abuse  and  human  suffering  as  do  other  traditionally  categori- 
zed drugs.   In  fact,  statistics  from  the  Drug  Enforcement  Administration 
(DEA)  show  that  in  1980  prescription  drugs  were  involved  in  7V/.,  (3,535 
out  of  ^,7^7)  of  all  controlled  drug-related  deaths  nationwide  as  report- 
ed by  medical  examiners.   And,  75'/.,  (71,^31  of  95,502)  of  all  emergency 
room  controlled  drug  mentions  involved  prescription  drugs.   The  DEA  fur- 
ther estimates  that  several  hundred  million  units  from  the  more  than  1.5 
billion  prescriptions  dispensed  annually  are  diverted  to  illicit  use. 

Drug  Abuse  Warning  Network  (DAWN)  statistics  have  continuously 
shown  that  the  most  heavily  abused  drugs  are   of  legitimate  origin,  re- 
porting that  of  the  top  20  drugs  most  frequently  mentioned  nationwide  by 
the  DEA  for  1980  through  1983,  15  were  of  a  type  found  normally  in  the 
licit  market.   In  addition,  prescription  drug  abuse  strikes  those  not 
nor-mally  associated  with  drug  abuse  and  misuse.   According  to  research 
information  provided  by  the  National  Institute  on  Drug  Abuse,  women  and 
the  elderly  are  particularly  susceptable  to  prescription  drug  abuse. 
According  to  estimates  of  the  ^0  million  Americans  who  take  prescription 
drugs,  at  least  S  million  develop  serious  dependency  problems,  with  an 
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estimated  6  to  8  percent  of  all  hospital  admissions  attributable  to  the 
use  and  abuse  of  prescription  drugs. 

Unfortunately  the  Commonwealth  has  not  escaped  from. this  alarming 
trend.   In  fact,  data  indicates  that  the  prescription  drug  abuse  problem 
here  .may  be  even  more  critical  and  of  more  immediate  concern  here  than  in 
other  parts  of  the  nation.   Increasingly,  the  magnitude  of  the  prescrip- 
tion drug  abuse  problem  has  become  a  major  law  enforcement,  health  care 
and  professional  regulatory  agency  concern. 

DEA  officials  characterize  the  Massachusetts  problem  with  diver- 
sion in  the  following  manner: 

1.)   Criminal  Diversion  by  Health  Care  Professionals  -  This  en- 
tails illegal  sales  by  prescribers  as  well  as  dispensers  for 
profit  or  for  other  illegal  purposes.   In  addition,  Boston 
DEA  officials  indicate  the  state  has  seen  an  increase  on  the 
number  of'medical  clinics/practices  owned  by  absentee  prac- 
titioners,, with  day  to  day  operations  often  being  controlled 
by  "receptionists."   Investigations  reveal  these  reception- 
ists are  often  involved  in  the  illegal  distribution  of  con- 
trolled substances. 

For  example:   In  December  of  1986  two  physicians  and  a 
receptionist  from  a  Manomet  "pain  clinic"  were  arraigned  in 
Plymouth  County  Superior  Court  on  charges  of  illegal  distri- 
bution of  controlled  substances  after  investigations  re-- 
vealed  that  as  many  as  SO  patients  per  night  were  being  pro- 
cessed, most  of  whom  were  receiving  prescriptions  for  nar- 
cotics, despite  the  fact  that  a  licensed  physician  was  only 
on  the  premises  twice  a  month. 

£.)   Indiscriminate  Prescribing/Dispensing  -  This  includes  inap- 
propriate prescribing  and  ovei — prescribing,  generally  due  to 
diversion  schemes  by  so-called  "doctor  shoppers"  or  a  lack 
of  current  medical  knowledge.   For  example:   a  Worcester 
County  physician  was  recently  arrested  by  the  State  Police 
Diversion  Investigation  Unit  on  information  originally 
referred  by  the  Auburn  Poiice  Department  indicating  the 
physician  was  prescribing  narcotics  to  many  Worcester  area 
drug  addicts.  ■ 

3.)   Forgery  -  A  major  source  of  diverted  pharmaceuticals  accord- 
ing to  DEA  officials,  which  includes  alterations  to  legiti- 
mate prescriptions,  stolen  prescription  blanks  and  organized 
forgery  rings  which  print  their  own  prescriptions. 

It  should  be  noted  that  only  a  small  fraction  of  the  practitioners 
nationwide,  just  one  percent  it  is  estimated,  are  involved  in  any  type  of 
illicit  activity.  However,  law  enforcement  officials  point  out  that  the 
number  of  dosage  units  of  controlled  drugs  prescribed  by  this  small  group 
is  probably  larger  than  the  number  of  units  prescribed  by  the  combined  98 
to  99  percent  of  legitimate  practitioners. 

The  enormity  of  the  Massachusetts  prescription  drug  abuse  problem 
is  reflected  in  the  following  statistics  provided  by  federal  and  state 
drug  enforcement  officials: 


*  DAWN  statistics  show  that  in  1985i  82%  of  the  drug  overdoses  re- 

corded by  Massachusetts  emergency  rooms  were  caused  by  legally 
manufactured  prescription  drugs. 

*  Massachusetts  has  a  higher  percentage  of  drug  overdoses  at- 
tributable to  prescription  drugs*  such  as  percodan  and  valium, 
than  the  national  average.  This  contrasts  with  the  state's 
significantly  lower  percentage  of  overdoses  attributable  to  il- 
legal drugs  (such  as  heroin  or  cocaine). 

*  Massachusetts  has  a  higher  ratio  of  drug  overdose  deaths  due  to 

prescription  drugs  (5^.3*/.  in  1985)  than  the  national  average 
(A8.87.),  while  the  state  reports  a  far  significantly  lower  per- 
centage of  overdose  deaths  attributed  to  illegal  drugs  <<*5.77.) 
than  the  national  average  (51.27.). 

*  According  to  ARCOS  (Automation  of  Reports  and  Consolidated  Oi — 
ders  System),  a  federal  system  used  to  quantify  sales  of  legit- 
imate controlled  drugs  to  retailers,  Massachusetts  in  1985 
ranked  second  in  the  nation  of  per  capita  use  of  opium  tinc- 
ture, third  in  the  use  of  amobarbital  (e.g.  amytal),  oxycodone 
(e.g.  percodan),  methadone  and  mixed  alkaloids  of  opium  (e.g." 
pantopan),  fourth  in  the  use  of  fentanyl,  ninth  in  the  use  of 
hydromorphone  and  fourteenth  in  the  use  of  amphetamines. 

*  In  1982  2.6*/.  of  all  emergency  room  visits  in  Boston  involved 
percodan,  compared  to  1.67.  in  the  nation  as  a  whole. 

Efforts  Currently  Underway 

The  prescription  drug  abuse  problem  in  the  Commonwealth  has  not 
been  iqnored  and  efforts  have  been  underway  over  the  past  several  years 
to  address  the  issue  using  available  resources.   Among  the  programs  cur- 
rently in  use  here  include: 

1 .)- Inter-Agency  Drug  Diversion  Group  -  Formerly  known  as  PADS 
(Prescription  Abuse  Data  Synthesis),  this  group  has  been 
meeting  monthly  for  the  past  several  years  and  consists  of 
officials  from  DEA,  the  Department  of  Public  Health,  the 
State  Police,  various  regulatory  boards  and  the  Attorney 
General's  Office.   This  group  focuses  its  current  abilities 
to  identify,  investigate  and  intervene  in  prescription  drug 
abuse  diversion.   This  group  also  focuses  its  efforts  on  in- 
formation sharing  and  targeting  of  investigations. 

2.)   Criminal  Investigation  -  This  has  included  coordinated 

criminal  investigations  by  the  Attorney  General's  Office, 
various  District  Attorney's -Off ices,  the  DEA  and  the  Massa- 
chusetts State  Police  Diversion  Investigative  Unit  (DIU). 

3.)-  Administrative  Intervention  -  Disciplinary  action  has  been 
taken  against  prescribers  and  dispensers  of  Schedule  II 
drugs  through  various  Boards  of  Registration  (i.e.  Board  of 
Medicine,  Board  of  Pharmacy,  Board  of  Dentistry,  etc.),  in 


the  form  of  suspensions,  revocations,  and  restrictions  of 
licenses  without  criminal  convictions.  Other  administrative 
action  can  be  taken  by  the  Department  of  Public  Health's 
Division  of  Food  and  Drugs,  which. has  tha  authority  to 
revoke,  suspend  or  restrict  controlled  substances  privileges 
exclusive  of  Board  action  or  criminal  prosecution.   In  Mass- 
achusetts, prescribers  must  obtain  both  state  and-federal 
(DEA)  controlled  substance  registrations,  in  addition  to 
being  licensed  to  practice  in  their  respective  professions. 


As  a  result  of  these  various  law  enforcement  and  regulatory  ef- 
forts, there  have  been  some  positive  results  in  addressing  the  problem  of 
prescription  drug  abuse,  for  example: 

*  Since  19B5,  the  DEA's  Boston  office  has  "taken  controlled  sub- 
stances registration  actions  against  61  physicians  or  pre- 
scribers, A  pharmacies,  S  distributors  and  1  analytical 
laboratory,  with  increased  efforts  reported  in  recent  months. 

*  The  Mass.  State  Police  DIU  has  made  1^00  arrests  since  197<«  for 
illegal  activities  relative  to  prescription  drugs,  including  the 
arrest  of  550  health  care  professionals. 

*  Disciplinary  actions  by  the  Board  of  Registration  in  Dentistry 

for  drug  related  violations  were  taken  against  10  dentists  in 
1986,  while  there  were  138  investigations  by  the  Board  of 
Registration  in  Nursing  in  1986  (907.  of  the  cases  were  related 
.to  the  diversion  or  improper  administration  of  prescription 
drugs  in  health  care  facilities) . - 

*  From  19SV  through  1986,  the  Board  of  Registration  in  Pharmacy 

took  disciplinary  actions  against  69  pharmacists  and  phar- 
macies. Of  these,  65  were  related  to  the  diversion  of  pre- 
scription drugs. 

*  Reports  to  the  Division  of  Food  and  Drugs  of  diversion  of 

controlled  substances  in  hospitals  and  nursing  homes  rose  from 
17  reports  in  1983  to  67  reports   in  1966.   In  1986  21  refer- 
rals were  made  of  health   care  professionals  implicated  in  drug 
diversion  to  the"  Board  of  Registration. 

However,  despite  these  "figures,  however,  and  attempts  by  the  medi- 
cal, law  enforcement  and  regulatory  communities  to  handle  this  problem  by 
way  of  penalties,  sanctions  against  licenses,  continuing  medical  educa- 
tion courses  and  other  programs,  evidence  is  clear  that  this  problem 
still  persists  and  more  needs  to  be  done  to  prevent  -or  ferret  out  large 
scale  prescription  drug  abuse. 


Other  States 


Prescription  drug  abuse  is  more  than  a  law  enforcement  or  public 
health  problem.   The  numerous  legal  and  illegal  means  by  which  abused 


prescription  drugs  are  obtained  make  the  control  of  this  drug  problem 
difficult  and  unique.   One  particular  program  currently  in  use  in  several 
other  states  that  has  effectively  addressed  this  issue  is  the  Multiple- 
Copy  Prescription  Program  (MCPP)  which  is  unique  in  the  fact  that  it  ad- 
dresses the  problem  on  a  number  of  different  levels:   enforcement,  pre- 
vention and  education.  .  .  r 

Currently  seven  states  in  the  nation,  (California,  Hawaii,  Idaho," 
Illinois,  New  York,  Rhode  Island  and  Texas)  have  implemented  some  form  of 
a  multiple-copy  prescription  control  system.  (See  Attachment  1  at  Tab  A). 
Legislation  is  pending  in  Connecticut  to  institute  an  MCPP,  with  offi- 
cials there  anticipating  passage  in  April  of  1987,  with  implementation 
scheduled  to  begin  in  July  of  1988.   DEA  officials  indicate  that  other 
states  as  well  are  exploring  the  possibility  of  an  MCPP. 

DEA  has  issued  a  policy  statement  in  which  it  supports  the  use  of 
a  Multiple-Copy  Prescription  Program,  stating,  "Multiple-copy  prescrip- 
tion control  systems  have  distinct  advantages  over  other  information- sys- 
tems because  they  interface  with  the  physician  and  other  pharmacists  and 
put  in  place  a  closed  distribution  system  at  the  retail  level."  The  DEA 
has  also  published  a  detailed  resource  guide  for  states  contemplatina  an 
MCPP. 

How  the  MCPP  Works 

Although  various  states  have  approached  the  prescription  monitor- 
ing system  in  a  variety  of  ways,  these  differences  are  minor  and  do  not 
appear  to  affect  results.   Basically,  there  are  two  types  of  systems, 
duplicate  and  triplicate  prescriptions. 

Under  any  MCPP,  the  state  government  issues  to  licensed  ohysicians 
special  prescription  blanks  to  be  used  for  prescribing  Schedule  II  con- 
trolled drugs.  Five  out  of  the  seven  MCPP  states  currently  charge  phy- 
sicians for  the  forms  to  partially  offset  the  cost  of  the  program.  The 
blank  forms  contain  an  encoded  serial  number,  which  can  be  particularly 
useful  for  keeping  track  of  stolen  prescription  forms.  They  are  de- 
livered to  the  physicians,  via  registered  mail,  who  are  accountable  for 
them. 

When  prescribing  controlled  drugs,  the  physician  retains  a  copy 
for  his  records  (states  with  duplicate  systems  eliminate  the  physicians' 
copy).   The  patient  then  presents  the  original  and  the  first  copy  to  the 
pharmacist  for  dispensing.   The  pharmacist  then  dispenses  the  prescrip- 
tion medication  and  retains  the  original  prescription.  " 

Once  a  month,  the  duplicates  or  second  copies  of  the  prescriptions 
are  forwarded  by  dispensers  of  controlled  substances  to  the  state 
regulatory  agency  responsible  for  administering  the  Multiple-Copy  Pres- 
cription Program,  for  review.   Information  from  each  of  these  prescrip- 
tions forms  is  fed  into  computers  producing  a  complete  record  of  all 
Schedule  II  prescriptions  that  have  been  written.   This  data  is  reviewed 
with  the  intent  of  isolating  particular  physicians  who  may  be  prescribing 
Schedule  II  drugs  indiscriminately  or  excessively  to  particular  patients, 
isolating  forged  or  stolen  prescriptions,  pharmacies  which  are  ordering  a 
dispro-portionately  high  amount  of  Schedule  II  drugs,  or  identifying  in- 
dividuals who  are  obtaining  a  particularly  high  volume  of  drugs  or  simi- 
lar drugs  from  several  physicians  concurrently.   If  a  physician  runs  out 
of  the  forms,  he/she  mails  a  reorder  to  the  state  agency. 

With  the  exception  of  Hawaii,  all  of  the  MCPP  systems  currently  in 
place  are  mandatory  (Hawaiian  officials  are  currently  proposing  legisla- 
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tion  that  would  require  the  MCPP  to  be  mandatory),  and  virtually  all  of 
the  states  place  responsibility  for  the  program  under  .the  Department  of 
Public  Health  (the  program  in  Texas  is  operated  under  the  direction  of 
the  Department  of  Public  Safety.  ..  irBCWOn  0T 

Whichever  state  agency  is  responsible  for  collecting  the  data  and 
implementing  the  program,  the  results  in  MCPP  states  are  virtually  iden- 
tical. There  are  few,  if  any,  programs  in  the  area  of  drug  abuse  which 
have  provided  such  dramatic  and  consistent  results.  Those  states  which 
have  implemented  Multiple-Copy  Prescription  Programs  have  experienced 
within  the  first  few  years  of  operation  as  much  as  a  557.  reduction  in  the 
volume  of  Schedule  II  controlled  drugs  prescribed  in  those  states,  with 
continuing  reductions  in  subsequent  years.   (See  Attachments  2-5  at  Tab 
A).   In  large  part,  this  reduction  is  attributable  to  prevention  through 
.curtailment  of  diversion  in  the  form  of  indiscriminate  prescribing  and 
prescription  forgery. 

Advantages  of  the  Multiple-Copy  Prescription  Program  include  the 
following: 

1.)   MCPP  completes  the  information  gap  for  Schedule  II  controlled 
substances  down  to  the  ultimate  user  and  prescriber,  rather 
than  only  to  the  retail  purchase  level  as  Federal  reporting 
systems  currently  do. 

2.)   MCPP  collects  information  to  identify,  for  law  enforcement 
and  regulatory  purposes,  potential  controlled  substance 
diversion  by  prescribing  and  dispensing  practitioners,  drug 
abusers,  "doctor  shoppers"  and  prescription  forgers. 

3.)   MCPP  acts  as  a  deterrent  to  indiscriminate  , prescribing  and 

dispensing.  . 

4.)   MCPP  reduces  the  abuse  and  misuse  of  Schedule  II  substances, 
without  hindering  access  to  legitimate  medication  by  legiti- 
mate patients. 

5.)   MCPP  acts  as  a  deterrent  to  prescription  forgery  and  fraudu- 
lent organized  prescription  rings  which  have  become  more 
commonplace  in  recent  years. 

States  which  do  have  a  Multiple-Copy  Prescription  Program  have 
reported  that  forgers  of  prescription  forms  have  had  great  difficulty  at- 
tempting to  reproduce  the  forms  and  the  forgery  rate  for  Schedule  II 
drugs  is  miniscule.   In  fact,  law  enforcement  officials  from  states  where 
an  MCPP  is  in  place  also  report  that  the  "black  market"  value  of  stolen 
prescription  forms  has  increased  significantly,  from  $5  per  copy  to  as 
much  as  S100  since  implementation.   Other  findings  include: 

•  In  Texas,  following  implementation  of  its  multiple-copy  system 

in  1982,  Schedule  II  prescriptions  decreased  by  52.6%  from 
1,854,827  in  1981  to  879.010  in  1982  with  subsequent  declines 
in  1983  and  1984  of  60%  to  741,761  over  three  years. 

•  In  Rhode  Island,  which  implemented  its  system  in  19.79,  Schedule 

II  prescriptions  decreased  by  36.6%  from  1978  to  1979,  from 


120,368  to  76,786,  and  dropped  a  total  of  S3. 67.  during  the  per- 
iod from  1978  to  198<».  . 

•  *  New"  York  experienced  a  decrease  of  56*/.  in  Schedule  II  pre-., 
script  ions  written  frpfo  1976  to  \tt*\t 

*   Reports  from  several  states  indicate  that  only  21X  to  357.  of  the 
authorized  practitioners  actually  prescribe  Schedule  II  drugs 
or  even  order  MCPP  blanks.  For  example,  a  1982  California  study 

.  showed  only  217.  (18,000)  of  the  90,000  authorized  practitioners 
even  wrote  prescriptions  for  Schedule  II  drugs. 

Currently,  although  only  seven  states  have  MCPP  programs,  they 
cover  3^.1%  of  all  medical  practitioners  nationally  —  that  is,  as  of 
July  1986,  there  were  a  total  of  720,255  DEA  practitioners  registered  na- 
tionally, 2^3,278 "of  which  are  registered  in  MCPP  states.   Significantly, 
none  of  these  states  have  reported  any  significant  complaints  from 
patients  or  physicians  claiming  interference  with  legitimate  prescribing 
decisions  or  an  inability  to  obtain  medication  as  a  result  of  Multiple-' 
Copy  Prescription  Programs. 


Legislative  History 


In  1982,  then-Senator  Sharon  Pollard  was  instrumental  in  estab- 
lishing an  advisory  board  to  explore  the  feasibility  of  an  MCPP  in  Massa- 
chusetts. This  advisory  board,  which  consisted  of  various  state  and  fed- 
eral officials,  met  for  approximately  six  months.   An  initial  appropria- 
tion of  $100,000  was  given  to  the  Department  of  Public  Health  for  FY83 
for  the  first  stage  of  program  development.   Shortly  thereafter,  various 
advisory  groups  were  formed  to  determine  which  monitoring  system  to  advo- 
cate.  By  the  end  of  1982  it  was  decided  by  the  Department  of  Public 
Health  to'support  implementation  of  a  duplicate  copy  prescription 
monitoring  program  for  Schedule  II  'drugs,  and  additional  funds  were  re- 
quested at  that  time.  This  request  was  to  be  offset,  however,  by  proposed 
revenue  from  an  annual  registration  fee  of  the  20,000  plus  practitioners 
eligible  to  prescribe  controlled  substances.   Currently  these  prescribers 
pay  a  one-time  only  S50  registration  fee  to  FDA  for  a  controlled  sub- 
stance license  with  the  state  (this  is  in  addition  to  required  registra- 
tions with  their  respective  boards).   Pharmacies  as  well  as  pharmacists 
are  required  to  register  for  the  privilege.to  dispense  every  two  years. 
There  are  no  plans,  nor  have  there  ever  been,  to  increase  these  fees  or 
to  require  annual  re-registration. 

Attempts  have  been  made  by  FDA  to  include  funds  in  its  budget 
within  the  Department  of  Public  Health  in  order  to  expand  its  services  to 
include  a  prescription  monitoring  system.   Those  funds  were  routinely  re- 
quested, however  they  were  later  removed,  primarily  due  to  budgetary 
limits  imposed  on  that  agency.  At  this  point,  all  active  planning  for  a 
prescription  monitoring  program  has  ceased. 

MCPP  legislation  filed  by  Rep.  Paul  R.  White  failed  in  198*  and 
1985,  after  receiving  unfavorable  reports  from  the  Committee  on  Health 
Care.   A  similiar  bill  has  been  filed  again  this  year  by  Representative 
White  and  although  it  currently  calls  for  a  duplicate  system,  Representa- 
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tive  White  has  indicated  plans  to  amend  the  bill  to  adopt  a  triplicate 
system,  subject  to  meetings  on  the  issue  with  various  officials  and  con- 
cerned parties,  and  has  welcomed  recommendations  for  amending  the-  bill 
further  to  make  it  more  effective.  ^ 

Department  of  Public  Health  officials  feel  that  legislative 
authority  would  not  be  required  to  institute  a  HCPF  here,  since  it  al- 
ready has  the  authority  to  establish  a  prescription  monitoring  system  by 
regulatory  mechanisms.  Nevertheless,,  they  strongly  believe  that  a  legis- 
lative mandate  would  be  preferable  in  that  it  would  enhance  the  prospects 
for  appropriate  funding  and  would  compel  cooperation  from  the  state's 
pharmacies,  which  currently  do  not  fall  under  DPH  jurisdiction.   In  addi- 
tion, legislation  would  allow  implementation  of  an  annual  re-registration 
fee  for  doctors  in  order  to  maintain  their  privilege  of  prescribing 
Schedule  II  drugs. 

In  summary,  state  and  federal  officials  familar  with  MCPP  are 
strong  proponents  of  the  system  as  an  efficient  and  effective  method  to 
attack  prescription  drug  abuse  and  diversion  at  the  state  level.   While 
acting  as  a  deterrent  to  prescribers,.  dispensers  and  drug  abusers  alike, 
an  MCPP  data_base  would  also  be  a  powerful  regulatory  tool,  allowing- 
agencies  to  2ero  in  on  the  state's  problem  areas  in  a  short  time. 


Proposal 


The  Department  of  Public  Health's  Division  of  Food  and  Drugs  (DFD) 
has  proposed  a  budget  for  a  prescription  drug  diversion  control  program 
of  $509,332.72  <See  Attachment  6  at  Tab  A)  for  the  first  year  (which  in- 
cludes some  one  time  start  up  costs  for  data  processing  systems),  with 
annual  costs  thereafter  of  approximately  $^3^,332. 72.   As  a  component  of 
this  proposal,  DFD  has  proposed  that  the  state's  20,000  physicians  li- 
censed to  prescribe  Schedule  II  drugs  in  the  state  pay  an  annual  regis- 
tration fee  of  $50,  generating  approximately  SI  million  annually. 
Whereas  five  out  of  seven  states  with  Multiple-Copy  Prescription  Programs 
have  opted  to  charge  phys.icians  a  fee  for  the  prescription  forms  them- 
selves, DFD  officials  believe  that  this  might  penalize  those  physicians 
(i.e.  oncologists)  who  normally  and  appropriately  prescribe  a  higher  per- 
centage of  Schedule  II  drugs  due  to  the  nature  of  their  specialty.   DFD 
officials  strongly  believe  physicians  with  controlled  substances  numOers 
should  be  required  to  re-register  annually  in  order  to  monitor  who  has 
prescribing  privileges  within  the  state  and  also  keep  track  of  current 
licensees'  addresses. 

Incorporated  into  the  proposal  »re   a  number  of  components  which 
have  been  recommended  to  enhance  the  program  and  effectively  combat  pres- 
cription drug  diversion  and  abuse,  including: 

1.)   Establishment  of  an  Advisory  Committee  -   consisting  of 
various  officials  from  the  Department  of  Public  Health, 
state  and  federal  law  enforcement  officials,  the  medical 
community  and  representatives  from  the  various  regulatory 
boards.   This  committee  would  develop  guidelines  governing 
use  of  the  data  generated  by  HCPP   and  in  particular,  the 
criteria  for  initiating  a  regulatory  or  criminal  investiga- 
tion. The  committee  would  also  meet  regularly  to  evaluate 
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and  monitor  data  collected  and  trouble  shoot  any  specific 
problems  relating  to  implementation. 

2.)   Increased  Education  and  Training  -  Education  and  training 

programs  would  focus  on  the  problem  of  drug  diversion*  its 
impact  on  patient  habilitative  programs*  and  regulatory  re- 
quirements for  prescribers*  facility  administrators!  phai — 
macists  and  the  public  at  large.   Also  included  in  this  com- 
ponent would  be  follow-up  training  programs  at  nursing  homes 
and  other  health  care  facilities.   It  has  also  been  sug- 
gested that  the  Criminal  Justice  Training  Council  consider 
incorporating  as  part  of  their  ongoing  training  of  police 
officers*  a  segment  on  the  warning  signs  of  prescription 
drug  diversion  and  abuse*  since  there  appears  to  be  a  rela- 
tive lack  of  knowledge  of  the  problem  even  among  law  en- 
forcement professionals. 
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DATA  ON  STATES  WITH 
MULTIPLE  COPY  PRESCRIPTION  PROGRAMS 


State      Forms 

Charge 

Drugs 
Monitored 

Responsible 
Agency 

.•  of  Dis-  -. 

pensers 

Covered 

Estimated 
Cost 

Calif.     3X  ' 

$6.70 

per 

100 

Schedule 
II 

Dept  of 
'Justice 

99,000 
Physicians 
5,000 
Pharmacies 

$290,000 

Hawaii     2X 

None 

$20 
per 
100 

Schedule 
II 

Schedule 
II 

Deptof 
Health 

Idaho  Board 
of  Pharmacy 

3,049 

Physicians 

129 

Pharmacies 

.2,013 
Physicians 
282 
Pharmacies 

$  29,000 

Idaho      3X 

$140,000 

111.       3X 

S10 
per 
100 

$25 

per 
100 

None 

Designated 
Drugs 

Schedule 
II 

Dept  of 
Regulation 
&  Educa- 
tion 

30,275 
Physicians 
2,964 
Pharmacies 

$360,000 

NY         3X 

Dept  of 
Health 

63,362 
Physicians 
A,  200 
Pharmacies 

$300,000 

RI         2X 

Schedule 
II 

Dept  of 
Health 

2,691 

Physicians 
228 
Pharmacies 

$27,000 

Texas      3X 

$7 
per 
100 

Schedule 
II 

Dept  of 

Public 

Safety 

37,346 
Physicians 
4,251 
Pharmacies 

$400,000 

) 


California 


^--(ATTACHMENT  2)  =.-=.  "^  -:v:^^-r^^^f^-^^i^>^^A 
Available  Results 


*  In  1984,  there  were  1*000,310  prescriptions  filled  by  pharmacies  in  California 

*  In  1985,  a  decrease  of  approximately  7%  was  noted  with  929,956  prescriptions  filled 
by  pharmacies  in  California 

*  In  1985  from  the  1984  figures,  a  decrease  of  8%  was  registered  for  Schedule  II  drugs 

*  In  1981,  298,944  prescriptions  were  written  for  amphetamines  and  in  1985  that  number 
decreased  to  44,868  prescriptions  —  a  decrease  of  84. 9% 


Illinois 


*  Number  of  stolen  and  cashed  prescription  forms  dropped  by  83. 4%  from  1985  to  1986 

*  80. 6%  decrease  in  prescriptions  written  for  hydromorphone  (dilaudid)  during  same  time 
period 

*  91. 9%  decrease  in  prescriptions  written  for  phenmetrazine  (preludin) 


New  York 


*  Overall  drop  in  prescriptions  written  from  1978  to  1986  54. 2% 

*  Fines  imposed  increased  approximately  907.  from  1971  to  1981 

*  In  1978,  based  upon  the  number  of  prescriptions  for  all  drugs  written  and  the  number 
of  practitioners  writing  them,  the  average  number  of  prescriptions  written  by  a  prac- 
titioner was  42.   By  1984,  that  number  was  reduced  to  an  average  of  16  per  pre- 
lcriber.  Currently,  the  average  it  estimated  by  the  Bureau  at  11  per/year.  These 
averages  are  based  upon  the  total  numbers  of  prescriptions  written  and  the  total  num- 
ber of  doctors  writing  them 


Rhode  Island 


*  53. BX  reduction  in  issuance  of  Schedule  II  prescriptions  written  from  1978  to  1984 

*  The  state  has  a  rate  of  .27'/.  reported  stolen  or  lost  duplicate  forms 

*  In  1985,  28  individuals  were  arrested  for  forgeries 


Texas 


*  52.6%  drop  in  issuance  of  Schedule  II  prescriptions  written  from  1981  to  1982 

*  6.2%  drop  from  1982  to  1983 

*  2.9%  drop  from  1983  to  1984 

*  Overall  drop  of  60%  from  1981  to  1984 

*  From  1978  to  1981,  the  Department  of  Public  Safety  was  successful  in  convicting  only 
one  medical  practitioner  of  diversion.  Since  the  beginning  of  the  Triplicate  program 
in  1982,  18  practitioners  have  been  indicted  and/or  found  guilty  of  illegal  diversion 
of  Schedule  II  drugs.   In  addition,  another  17  practitioners  have  surrendered  their 
right  to  prescribe  Schedule  II  drugs 


(ATTACHMENT  3)  ]*  .' 


,tC5: 


v   .v    v    ¥•    v 


*/ 


v 


Ot>  tf-lv^Hvi>^.%4vel  955299  scripts 
C!^-^SiS3  7707°9  scripts 


^■■^*»^"^ 


.'  672681  scripts 


^P_F 


22 


646584  scripts 


Q+^ifsS&i  413111  scripts 


%  .   •  ; 


•A- 


j    T, ,T, ...  , , 


457175  scripts 
437854  scripts 


PERCENT  CHANGE 


O. 


fc 


ft-JWj 


•*£ 


<- 


g    8    g 


10.7 


1 

CO 

o 


I 


^  C)  L£ 

Co  S  33 

^  CO 


33 

■5 

C 

o 

TJ 
3 

m 
o 

s 

d 
o 


c 


o 

O 

s 


R 


s3 

Pi 
(/> 
O 

o 

z--- 


. ...  e ...,;-__  ...  r...r ,.-  (ATTACHMENT  4) 


>5>. 


*«*■  *•*  *y.  '•** 


-7- 


■••  :5-..'?: .%v.tt. •>•...>•-  -v  :i./ 
\\  : ■•.  •;•  .0  .  ;•"  h«  '•„••  •.''.  •••• 
:-..v  .>•:  A-  '•'■••  .*::  *.  .■*•!.»:  • 


1854827  scripts 


879010  scripts 


mm  764031  scripts 


•-    v.    «•• 


CJu       s 


°>  *srJ 


** 

.•*\ 


»r. 


741761  scripts 


PERCENT  CHANGE 


l 
0» 


■52.6  H 


-6.2 


-2.9 


-60 


e 
i 


o 

o 

i 


Ol 


z  <  > 

DO  >  T3 

-i  h  m 
*    m  co 

00  o  2 

o 


CO 

c 


a 
o 

o 
red 

C  HI 


R 


re 
O 

36 

=1 
O 

z 


•;./~;  (ATTACHMENT  5)  J.  ..-.-'-i-. 


»-•      V     •*     v     V     V 


•  *       •■>       * 


•V    •¥•    •+     ' 


Cu^-mm  56042  scripts 

Vl 


76786  scripts 
w^  67080  scripts 


120368  scripts 


>>><:v  64589  scripts 


&:'4'j  55784  scripts 
55634  scripts 


PERCENT  CHANGE 


i* 


o 


15 
3D 

m 

0) 

o 


•y  ■ 


"  ■;             (ATTACHMENT  6)    I,         ,..7-"'...  /, 

•  • 

DIVISION  OF  FOOD  AND  DRUGS 

PRESCRIPTION  DRUG  DIVERSION  PROGRAM 

1  Program  Manager  IV  (Assistant  Director)  $33,569.12 

1  Program  Manager  IV  (Deputy  General  Counsel)  $33,569.12 

1  Senior  Planner  (Grade  20)  $25., 902. 76 

1  Assistant  Planner  (Grade  18)      -  $23,464.48 

4  Senior  Food  and  Drug  Inspectors  (Grade  18)  .  $88,957.44 

1  Read  Administrative  Assistant  (Grade  18)  $21,564.92 

2  Principal  Clerks  (Grade  10)  $29,088.80 

3  EDP  Entry  Operators  IV  .  $58,216.08 


Computer  Hardware  $25,000.00  * 

DP  Systems  analysis,  design,  implementation  $35,000.00  * 

Field  Computers  (3)  .$10,000.00  * 
Prescription  forms  $85,000.00 

Postage  $25,000.00  . 

Office  Equipment  $15.000.00  * 

TOTAL-  1st  year  $509,332.72 

-  annual  $434,332.72 

t     First  year  costs  include  some  one  time  start  up  costs  for  data 
processing  systems. 


REVENUE  PROJECTION 
20,000  Physicians  6  $50.00  annual' =  $1,000,000. 


ATTACHMENT  B 


ABBREVIATED  SCHEDULE  OF  CONTROLLED  SUBSTANCES 


Schedule  I 


NARCOTIC  ANALGESICS 
Acetylmethadol  (LAAM) 
Heroin 

STIMULANTS 
Amphetamine  variants 
HALLUCINOGENS 
Analogs  of  phencyclidine 
Ibogaine 

Lysergic  acid-diethylamide  (LSD) 
Marijuana,  Hashish 
Mescaline 
Peyote 

Psilocybin,  Psilosyn 
Tetrahydro-cannabinols 
(except  dronabinol) 
DEPRESSANTS 
Methaqualone 


Schedule  II 


NARCOTIC  ANALGESICS 

Alphaprodine 

Anileridine 

Codeine 

Dihydrocodeine 

Ethymorphine 

Etorphine  (M99) 

Fentanyl 

Hydrocodone 

Hydromorphone 

Levorphanol 

Meperidine  (Pethidine) 

Methadone 

Morphine 

Opium 

Oxycodone 

Oxymorphone 

Phenazocine 

DEPRESSANTS 

Amobarbital 

Pentobarbital 

Secobarbital 


Sufentanyl 

STIMULANTS 

Amphetamine 

Cocaine 

Methamphetamine 

Methylphenidate 

Phenmetrazine 

HALLUCINOGENS 

Phencyclidine 

ANTIEMETICS 

Dronabinol 


Schedule  III 


NARCOTIC  ANALGESICS 

Acetaminophen  +  codeine 

APC  &  Codeine 

Aspirin  +  codeine 

Nalorphine 

Paregoric 

DEPRESSANTS 

Any  compound  containing  an 

unscheduled  drug  and: 

Amobarbital 

Secobarbital 

Pentobarbital 

Glutethimide 

Methprylon 

STIMULANTS 

Benzphetamine 

Qortermine 

Phendimetrazine 


Schedule  IV 


DEPRESSANTS 

Alprazolam 

Barbital 

Bromazepam 

Camazepam 

Chloral  Betaine 

Chloral  hydrate 

Chlordiazepoxide 

Clonazepam 

Clorazepate 


Diazepam 

Ethchlorvynol 

Ethinamate 

Fenfluramine 

Flurazepam 

Halazepam 

Meprobamate 

Mephobarbital 

Oxazepam 

Paraldehyde 

Pentazocine 

Phenobarbital 

Propxyphene 

Prazepam 

Triazolam 

STIMULANTS 

Diethylpropion 

Mazindol 

Phentermine 

Pemoline 


Schedule  V 


Mixtures  containing  limited 
quantities  of  narcotic  drugs,  with 
non-narcotic  active  medicinal 
ingredients.  Less  abuse  potential 
than  Schedule  IV.  Generally  for 
anti-tissive  and  anti-diarrheal 
purposes. 


Schedule  VI* 


All  prescription  drugs  not  in 
Schedules  I  -  V 


This  table  is  based  on  federal  regulations.  *  Massachusetts  only. 


ATTACHMENT  C 


SAMPLE  PRESCRIPTION  FORM 


The  patient's  address,  in  addition  to 
his/her  name,  must  be  included  on  the 
prescription. 


The  physician's  DEA  number  should  be 
hand-written  or  stamped,  not  pre- 
printed. The  Board  also  recommends 
that  the  physician  write  or  stamp  his  or 
her  Board  registration  number. 


The  name  and  address  of  the  physician 
must  be  printed  or  typed  on  the  form. 

The  date  must  be  the  date  the 
prescription  is  written,  NOT  any  other 
date. 

Reg.#: 


DELORES  DOCTOR,  M.D. 

3000  Main  Street 

Boston,  MA  02101 

Board  #: 


Date: 


patient  name 


address 


M.D. 


_  No  Refills 

_1 

_2 

_3 

_4 
5 


Interchange  is  mandated  unless  the  practitioner 
writes  the  words  "no  substitution"  in  this  space. 


Refills  must  be  indicated. 


The  name,  dosage,  strength  per  dosage 
unit  and  the  quantity  of  the  dosage 
units  should  be  written  in  LEGIBLY. 
Directions  for  use  and  any  refills  must 
also  be  included. 


There  must  be  a  space  here  one-half 
inch  to  one  inch  in  which  the  physician 
may  write  the  words  "no  substitution." 


The  prescription  must  be  signed  by  the 
physician.  Rubber  stamp  signatures  are 
not  permitted. 


ATTACHMENT  D 


105  CMR:     DEPARTMENT  OF  PUBLIC  HEALTH 


721.032:     Approved  Prescription  Forms 

The  following  is  an  example  of  a  signature  line  format  which  conforms  to 
105  CMR  721.030(B)  and  is  approved  by  the  Department  for  use  by  practitioners 
in  Massachusetts  (Exhibit  1). 

Exhibit    I 


In  accordance  with  105  CMR  721  030(B).  the  following  is  an 
illustration  of  the  Department  of  Public  Health  approved  signature 
I  me  format  . 


M.D. 


Interchange  is  mandated  unless  the 
practitioner  writes  the  words  "no 
substitution"  m  this  space 


ATTACHMENT  E 


COMMONWEALTH  OF  MASSACHUSETTS 


SUFFOLK,  SS.  BOARD  OF  REGISTRATION  & 

DISCIPLINE  IN  MEDICINE 
Adjudicatory  Case  No.  2 


IN  THE  MATTER  OF  ARTHUR  E.  BAER,  M.D. 


MEMORANDUM  OF  DECISION 


SUMMARY  OF  PROCEEDINGS 


This  matter  came  on  for  final  decision  on  September  16,  1977, 
on  the  basis  of  a  hearing  officer's  recommended  decision  and  the 
written  and  oral  argument  of  counsel.   The  Board  commenced  these 
proceedings  on  October  1,  1976  by  issuing  an  order  to  show  cause 
in  which  it  informed  the  defendant  that  it  had  reason  to  believe 
that  he  had  violated  Mass.  Gen.  Laws  Ann.  ch.  94C  (West  1971),  the 
Controlled  Substances  Act;   Mass.  Gen.  Laws  ch.  112,  §5  (West  Supp. 
1977);   and  the  Board's  Rules  of  Procedure  Governing  Disciplinary 
Proceedings  before  the  Board  of  Registration  and  Discipline  in 
Medicine  (Rules  of  Procedure),  §3.15  (a),  12  Mass.  Reg.  18  (1976), 
in  that  he  had  issued  a  prescription  for  a  controlled  substance 
for  other  than  a  legitimate  medical  purpose  in  violation  of  Mass. 
Gen.  Laws  ch.  94C,  §19  (a)  (West  1971).   The  hearing  officer  conducted 
hearings  on  several  dates  and,  on  June  2,  1977,  filed  his  recommended 
decision. 


Pursuant  to  Mass.  Gen.  Laws  Ann.  ch.  30A,  §14  (West  Supp.  1977) 
(the  APA)  and  the  Board's  Rules  of  Procedure,  §5.4,  the  Board  served 
copies  of  the  hearing  officer's  recommendation  decision  upon  complaint 
and  defense  counsel,  recieved  written  objections  to  the  recommended 
decision,  and  heard  oral  argument  on  September  16,  1977. 

SUMMARY  OF  THE  EVIDENCE 

Testimonial  evidence  on  behalf  of  the  Board  consisted  of  the 
testimony  of  Trooper  John  Curtin,  Trooper  Robert  A.  Long,  and 
Special  Agent  Robert  Sampson  of  the  Diversion  Investigative  Unit  of 
the  Massachusetts  State  Police.   Dr.  Arthur  Grimes,  a  vice  president 
of  the  Board  of  Trustees  of  Cable  Memorial  Hospital  and  practicing 
physician  in  Ipswich,  testified  on  behalf  of  the  defendant,  as  did 
the  defendant  himself.   In  addition  to  this  testimony,  documentary 
evidence  was  introduced,  including  the  official  reports  of  several 
undercover  agents.   Rather  than  resummarizing  the  testimonial  and 
documentary  evidence,  the  Board  refers  the  reader  to  the  .hearing 
officer's  recommended  decision  at  pp.  1-5.   A  copy  of  the  recommended 
decision  is  attached  to  this  memorandum  of  decision  for  the  reader's 
convenience  and  is  marked  "A" .   The  reports  received  into  evidence 
will  be  referred  to  according  to  the  exhibit  number  designated  for 
each  reDort  in  the  attached  recommended  decision. 
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FINDINGS  OF  FACT 

The  Board  makes  the  following  findings  of  fact  based  upon  the 
facts  found  by  the  hearing  officer  in  his  recommended  decision  and 
upon  the  documentary  evidence  presented  at  the  hearing. 

On  August  13,  1975,  Trooper  John  Curtin,  accompanied  by  Trooper 
Lawrence  Cabeceiras,  visited  the  offices  of  the  defendant.   The 
Troopers  identified  themselves  as  fishermen  and  used  the  names 
John  Flannagan  and  Tony  Cabral  respectively.   Trooper  Curtin  told  the 
defendant  that  both  of  them  "wanted  something  to  keep  us  going"  and 
asked  for  Biphetamines .   The  defendant  took  the  blood  pressures  of' 
both  men,  but  did  not  conduct  any  further  medical  examination  or 
take  medical  histories  from  them.   (See  Recommended  Decision  1-2; 
Ex.  2) 

The  defendant  told  Trooper  Curtin  that  he  couldn't  have  any 
"speed"  since  his  blood  pressure  was  too  high.   When  Trooper  Curtin 
asked  the  defendant  for  "something  to  come  down  with"  and  requested 
Nembutal,  the  defendant  gave  him  a  prescription  for  thirty  Nembutal. 
Trooper  Curtin  paid  the  defendant  $10.00.   (Ex.  2.) 

Trooper  Cabeceiras  was  given  prescriptions  for  Biphetamine  and 
Nembutal,  after  a  discussion  with  the  defendant  concerning  drug  use 
during  which  Trooper  Cabeceiras  stated  that  he  had  been  doing  ups 
and  downs  for  over  three  years.   Trooper  Cabeceiras  paid  the  defen- 
dant $10.  00.   (Ex.  2. ) 
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On  August  25,  1975,  Trooper  Cabeceiras  returned  to  the  defen- 
dant's office  accompanied  by  Trooper  Robert  A.  Long,  who  used  the 
name  Robert  Duncan.   The  defendant  took  Trooper  Long's  blood  pressure 
and  listened  to  his  heart,  and  then  issued  him  a  prescription  for 
Biphetamine.   No  medical  history  was  taken.   Trooper  Cabeceiras 
received  new  prescriptions  for  Biphetamine  and  Nembutal.   Both  Long 
and  Cabeceiras  made  $10.00  payments  to  the  defendant.   (See  Recommended 
Decision  2-3;  Ex.  5,  p.  1.) 

On  September  19,  1975,  Trooper  Long  and  Trooper  Cabeceiras 
returned  to  the  defendant's  office.   After  mentioning  a  recent  visit 
by  personnel  from  the  FDA  concerning  writing  prescriptions  only  for 
legitimate  purposes,  the  defendant  issued  prescriptions  for  Biphe- 
tamine and  Nembutal  to  both  Long  and  Cabeceiras.   In  addition,  the 
defendant  issued  a  prescription  for  Valium  for  Trooper  Cabeceiras * s 
"wife",  Linda  Cabral ,  although  she  was  not  present  and  had  never 
been  examined  by  the  defendant.   On  this  occasion,  the  defendant 
declined  to  issue  prescriptions  for  Percodan  for  "John"  (Trooper 
Curtin)  who  was  not  present,  and  Nembutal  or  Seconal  for  Linda  Cabral. 
(See  Recommended  Decision  2-3;  Ex.  5,  p.  2.) 

On  October  16,  1975,  Trooper  Cabeceiras  visited  the  defendant's 
office  with  Special  Agent  Robert  Sampson,  who  was  posing  as  Robert 
Ricci  from  Providence,  Rhode  Island.   Trooper  Cabeceiras  obtained 
three  prescriptions  from  the  defendant:   one  for  Biphetamine  and  one 
for  Nembutal,  in  the  name  of  Tony  Cabral,  and  one  for  Valium  in  the 
name  of  Linda  Cabral. 
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Special  Agent  Sampson  asked  for  a  "script"  for  Biphetamine,  telling 
the  defendant  that  he  was  visiting  "Tony"  from  Rhode  Island  and  that 
they  did  not  check  "scripts"  closely  in  Rhode  Island.   The  defendant 
wrote  out  a  prescription  for  Biphetamine  and  gave  it  to  Sampson, 
receiving  $10.00  in  return.   The  defendant  did  not  examine  Special 
Agent  Sampson  or  take  a  medical  history.   (See  Recommended  Decision 
2-3;  Ex.  13.) 

On  November  4,  1975,  Special  Agent  Sampson  and  Trooper  Cabeceiras 
returned  again  to  the  defendant's  office.   Trooper  Cabeceiras  told 
the  defendant  that  he  wanted  to  get  his  Biphetamine  and  Nembutal, 
and  the  defendant  gave  him  the  prescriptions.   Trooper  Cabeceiras 
then  asked  for  a  prescription  for  Valium  for  his  wife.   The  defendant 
declined,  stating  that  that  was  one  of  the  drugs  he  could  not  pres- 
cribe.  Trooper  Cabeceiras  then  asked  for  Librium  and  defendant 
wrote  out  a  prescription  for  Librium  and  handed  it  to  him.   Trooper 
Cabeceiras  paid  the  defendant  $10.00.   Special  Agent  Sampson  then 
asked  for  a  prescription  for  Biphetamine,  which  he  received  from  the 
defendant.   Sampson  also  paid  the  defendant  $10.00.   (See  Recommended 
Decision  2-3;  Ex.  14.) 

On  November  13,  1975,  Trooper  Long  visited  the  defendant's  office 
and  requested  and  received  prescriptions  for  Biphetamine  and  Nembutal. 
In  response  to  the  defendant's  inquiries,  Trooper  Long  assured  the 
defendant  that  he  had  a  friend  in  Boston  "who  fills  out  prescriptions 
and  doesn't  ask  questions."   Trooper  Long  asked  for  a  prescription 
for  Valium  for  his  wife.   The  defendant  declined  to  write  a 
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prescription,  stating,  "they're  really  watching  that  one-"   Trooper 
Long  then  asked  for  Librium  and  defendant  wrote  a  prescription  for 
Librium  in  the  name  of  Marie  Duncan,  who  was  not  present.   Trooper 
Long  paid  the  defendant  $13.00.   (See  Recommended  Decision  3;  Ex.  5, 
p.  3.  ) 

On  November  18,  1975,  Special  Agent  Sampson  and  Trooper  Cabeceiras 
again  returned  to  the  defendant's  office.   Trooper  Cabeceiras  asked 
for  prescriptions  for  Biphetamine  and  Carbrital,  stating  that  "they 
don't  watch  Carbrital  as  closely  as  Nembutal".   Defendant  agreed, 
and  issued  prescriptions  for  Biphetamine  and  Carbrital  in  the  name 
of  Tony  Cabral  and  a  prescription  for  Librium  for  "Tony's  wife," 
Linda  Cabral,  who  was  not  present.   Agent  Sampson  told  the  defendant 
that  he  wanted  to  get  his  Biphetamine  and  he  also  wanted  to  try  some 
of  the  Carbrital.   Defendant  wrote  out  prescriptions  for  Biphetamine 
and  Carbrital.   Agent  Sampson  then  asked  for  a  prescription  for 
Dalmane  for  his  wife,  and  the  defendant  issued  the  prescription 
for  Rita  Ricci,  who  was  not  present.   Trooper  Cabeceiras  and  Agent 
Sampson  paid  the  defendant  $10.00  each.   (See  Recommended  Decision 
3;  Ex.  16.) 
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CONCLUSIONS  OF  LAW 

The  Board  reaches  the  following  legal  conclusions  based  upon 
its  own  findings  of  fact,  upon  judicial  interpretation  in  closely 
related  criminal  cases,  and  upon  its  authority  under  the  APA,  §11  to 
exercise  its  expert  judgement  in  matters  related  to  the  practice  of 
medicine.   See  Mass.  Gen.  Laws  Ann.  ch.  112,  §5  (West  Supp.  1977) 
(Board  is  authorized  to  make  regulations  governing  the  practice  of 
medic: ne) . 

The  question  to  be  resolved  in  this  case  is  whether  the  defendant's 
actions  in  prescribing  various  controlled  substances  to  undercover 
agents  posing  as  "patients"  was  conduct  which  can  be  considered  a 
violation  of  Mass.  Gen.  Laws  Ann.  ch.  94C,  §19 (a)  (West  1971),  in 
that  the  prescriptions  were  not  "issued  for  a  legitimate  medical  purpose 
by  a  practitioner  acting  in  the  usual  course  cf  his  professional 
practice",  and,  hence,  a  violation  of  ch.  112,  §5  and  the  Board's 
Disciplinary  Rules. 


The  specific  provision  of  ch.  112,  §5  under  which  the  Board  is 
proceeding  is  sub-section  (b)  which  provides  that  the  Board  may 
discipline  a  registrant  if  it  determines  that  the  registrant 

is  guilty  of  an  offense  against  any 
provision  of  the  laws  of  the  Commonwealth 
relating  to  the  practice  of  medicine,  or 
any  rule  or  regulation  adopted  thereunder  .... 
In  light  of  the  amendment  to  §5  by  St.  1977,  ch.  165,  adding  a  new 
sub-section  (g)  and  making  a  registrant  subject  to  discipline  if  he 
"has  been  convicted  of  a  criminal  offense  which  reasonably  calls  into 
question  his  ability  'to  practice  medicine  .  .  .  [emphasis  supplied] ," 
the  Board  interprets  sub-section  (b)  as  an  authorization  for  it  to 
determine,  according  to  its  own  procedures  and  without  awaiting  or 
relying  upon  prior  criminal  or  civil  judicial  proceedings,  whether  a 
registrant  has  violated  a  provision  of  law  "relating  to  the  practice 
of  medicine."   The  use  of  the  word  "convicted"  in  distinction  to  that 
of  "guilty"  which  appears  in  all  other  sub-sections  save  (a)  lends 
additional  support  to  this  interpretation  since  it  seems  clear  that 
"guilty"  is  not  used  in  its  criminal  sense  in  sub-sections  (c) ,  (d) , 
(e) ,  or  (h) .   See  St.  1975,  ch.  362,  §3,  as  amended  by  St.  1977, 
ch.  165. 

_   "7   _ 


Essentially,  the  standard  of  conduct  proposed  by  ch.  94C  can 
be  broken  down  into  two  requirements :  a  prescription  to  be  valid 
must  be  issued: 

(i)   for  a  legitimate  medical  purpose;  and 

(ii)   by  a  practitioner  acting  in  the  usual  course 
of  his  professional  practice. 

The  question  whether  a  prescription  for  a  particular  drug  has  been 

issued  for  a  legitimate  medical  purpose  can  become  a  complex  factual 

determination  governed  by  the  circumstances  surrounding  each  episode 
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The  Board,  in  its  effort  to  guide  and  regulate  the  proper  prac- 
tice of  medicine  in  the  Commonwealth,  see  Mass.  Gen.  Laws  Ann.  ch.  112 
§5  (West  Supp.  1977),  is  particularly  concerned  with  its  responsibility 
to  establish  the  standard  governing  the  "usual  course  of  professional 
practice"  in  the  issuance  of  prescriptions  for  controlled  substances 
such  as  those  involved  in  this  action.   The  following  discussion  is 
set  forth  to  guide  registrants  as  to  the  proper  minimal  procedure  in 
prescribing  controlled  substances  to  new  patients. 

In  order  to  substantiate  a  claim  that  medical  treatment  has  been 
ordered  "in  the  usual  course  of  his  professional  practice,"  a  physician 
must  demonstrate  that  he  has  conformed  to  certain  minimal  norms  and 
standards  for  the  care  of  patients  which  have  been  established  through- 
out the  long  history  of  the  medical  profession.   What  the  Board  is 
concerned  with  here  is  the  adherence  to  at  least  minimal  standards 
for  the  proper  conduct  of  the  practice  of  medicine. 

Generally,  a  patient-physician  relationship  begins  when  a  patient 
presents  himself  to  a  physician  with  a  soecific  or  aeneral  comolaint 
of  ill  health  or  for  a  routine  health  maintenance  exam.     The  role 
of  the  physician  then  becomes  that  of  eliciting  detailed  information 
about  the  signs  and  symptoms  which  the  patient  presents  in  order  that 
he  may  recommend  a  course  of  treatment  to  relieve  the  symptoms 


JJ 

The  analysis  in  this  memorandum  is  based  upon  an  assumption  that 
the  defendant  acted  as  a  physician  treating  a  patient.  This  assumption 
is,  of  course,  favorable  to  the  defendant.  Were  the  Board  convinced 
that  no  physician-patient  relationship  could  be  reasonably  assumed, 
much  of  this  discussion  would  be  unnecessary  since  the  evidence  does 
not  suggest  that  his  "usual  course  of  professional  practice"  extends 
beyond  the  normal  professional  activities  of  an  office-based  practi- 
tioner . 
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and   cure  the  patient  of  his  ailment  or  maintain  him  in  an  apparent 
state  of  good  health. 

In  order  for  a  physician  to  achieve  a  proper  diagnosis  and 
treatment  plan,  a  history  and  physicial  examination  consistent  with 
the  nature  of  the  complaint  are  necessary.   The  importance  of  these 

aspects  of  Droper  medical  practice  cannot  be  overemphasized,  and 

3/ 

they  are  widely  discussed  in  the  literature. 

The  paramount  imDortance  of  a  complete  medical  history  in 

£/ 
establishing  the  correct  diagonsis  is  well  established.    The 


_3/ 

See,  e.g.  Judge  &  Zuidema,  Physical  Diagnosis,  Little,  Brown  & 
Co.,  Boston  (1963)  p.  2:   "Despite  the  many  technologic  advances  of 
recent  years,  there  is  no  substitute  for  a  careful  history  and 
physical  examination." 

_i/ 

See ,  e.g.  Hobson,  Examination  of  the  Patient,  McGraw-Hill, 
New  York  (19  7  )  p.  3;  Kampmeier  &  Blake,  Physical  Examination  in 
Health  &  Disease,  F.  A.  Davis  Co.,  Philadelphia  (1970,  4th  ed.) 
p.  1.   See  also    Harrison,  Principles  of  Internal  Medicine,  McGraw- 
Hill,  N.Y.  (1977)  pp.  3-6: 

The  written  history  of  an  illness  should  embody  all  the 
facts  of  medical  significance  in  the  life  of  the  patient 
up  to  the  time  that  he  consults  the  physician  .  .  .  the 
mind  of  the  physician  must  be  constantly  alert  to  the 
possibility  that  any  event  related  by  the  patient,  any 
symptom  however  trivial  or  apparently  remote,  may  be  the 
key  to  the  solution  of  the  medical  problem. 
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importance  of  the  physical  examination  to  the  establishment 

of  the  correct  diagnosis  and  course  of  treatment  is  also 

well-documented.   Talso  and  Remendrik  state  that: 

The  importance  of  a  thorough  and  accurate  physical 
examination  in  establishing  a  medical  diagnosis  can- 
not be  overemphasized  .  .  .  [Njeglect  of  any  portion 
thereof  may  result  in  the  physician  missing  some 
important  sign.   In  this  regard >  it  should  be  empha- 
sized that  not  infrequently  patients  may  have  disease 
states  which  are  presymptomatic  or  controlled.   Thus, 
every  patient  who  seeks  medical  advice  is  deserving  of 
a  complete  examination  .  .  .  5/ 

The  extent  of  a  proper  physical  examination  is  described  by  the 

editors  of  Harrison's  Principles  of  Internal  Medicine: 

If  full  advantage  is  to  be  derived  from  the  examination, 
it  must  be  performed  methodically  and  thoroughly  .  .  . 
the  examination  must  extend  to  all  parts  of  the  body. 
The  patient  must  be  scrutinized  literally  from  head 
to  toe  in  an  objective  search  for  abnormalities  that 
may  yield  information  concerning  present  and  possible 
future  illnesses  .....§/ 


1/ 

Talso,  P.J.,  and  Alexander,  P.R.,  Internal  Medicine,  C.V.  Mosby 
Co.,  St.  Louis  (1968)  pp.  8-11;  See  also    Harvey,  Johns,  Owen  & 
Ross,  The  Principles  &  Practice  of  Medicine,  Meridith  Corp.,  New 
York  (1972,  18th  ed. )  p.  12. 


6/ 


Harrison,  supra  at  123-126. 
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It  is  obvious  that  minimal  standards  of  proper  medical  practice 
require  that,  upon  first  encounter  with  a  patient,  in  order  to 
establish  a  proper  diagnosis  and  regimen  of  treatment,  a  physician 
must : 

1.  Take  and  record  an  appropriate  medical  history. 

2.  Carry  out  an  appropriate  physical  examination 
and  record  the  results. 

The  observance  of  these  procedures  as  a  function  of  the  "usual 

course  of  professional  practice"  is  particularly  of  importance  in 

cases  in  which  controlled  substances  are  to  play  a  part  in  the  course 

of  treatment.   It  is  the  responsibility  of  the  physician  to  prescribe 

such  drugs  with  proper  regard  for  their  action  and  potential  dangers. 

Adverse  reactions  to  drugs  are  a  common  cause  of  morbidity,  and         | 

less  commonly  mortality,  "they  occur  in  10-25%  of  patients  admitted 

to  medical  wards  and  account  for  one  in  every  40  consultations  in 

JJ 

general  practice.  "    The  causes  and  manifestations  of  the  adverse  effects  of  drucs 


JJ 

Editors,  Care  In  Prescribing,  Brit.  Med.  J.l  (6007):  413,  21 
Feb.  1976. 
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include:   (1)  adverse  drug  interactions,  (2)  drug  toxicity  including 
hypersensitivity,  blood  dyscrasias,  hepatoxicity ,  nephrotoxicity, 

ototoxicity,  teratogenic  effects,  behavior  toxicity  and  overdose 

3/ 

toxicity,  and  (3)  drug  dependence  and  addiction.      Adverse  effects 

can  often  be  avoided  if  the  proper  professional  procedures  outlined 
above  are  carried  out  by  the  prescribing  physician. 

The  common  law  also  recognizes  the  importance  of  these  procedures 
in  the  prescription  of  controlled  substances.   One  illustration 
is  found  in  Commonwealth  v.  Comins ,  1976  Mass.  Adv.  Sh.  2448, 
356  N.E.  2d  241,  cert,  denied,  430  U.S.  946  (1977)  where  "[ejxpert 
testimony  that  proper  medical  practice  required  a  medical  history 
and  physical  examination  before  prescribing  these  drugs  [Bipheta- 
mine  and  Percodan]  for  any  medical  purpose"  indicated  that  the 
"defendant's  conduct  was  not  in  accord  with  accepted  medical 
practice."   See  also  Commonwealth  v.  Lozano,  367  N.E.  2d  1136 
(Mass.  App.  1977)  where  the  court  underscored  the  facts  that  the 
defendant  took  no  medical  history  of  two  undercover  officers  to 
whom  he  issued  prescriptions  and  failed  to  weigh  one  officer  before 
giving  him  a  prescription  for  weight  reducing. 


JJ 

Goodman  and  Gilman,  The  Pharmacolocic  Basis  of  Therapeutics, 
MacMillan,  N.Y.  (1975)  pp.  35-40. 
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To  a  similar  effect  are  United  States  v.  Green,  511  F.  2d  1062 
(7th  Cir.  1975)  (patients  would  receive  "minimal,  if  any  profess- 
ional medical  treatment");  United  States  v.  Rosenberg,  515  F.  2d 
190  (9th  Cir.  1975)  (no  physical  examination  evidence  that  pres- 
criptions not  in  the  course  of  professional  practice) ;  United  States 
v.  Hooker,  541  F.  2d  300  (1st  Cir.  1976)  ("little  more  than  cursory 
physical  examination,  frequent  neglect  to  inquire  as  to  past 
medical  history,  little  or  no   exploration  of  the  type  of  problem 
a  patient  allegedly  had   "indicates  that  the  minimal  professional 
procedures  followed  were  designed  only  to  give  an  appearance  of 
propriety  to  appellant's  unlawful  distributions").   It  is  obvious 
that  both  medical  and  legal  authorities  establish  that  proper 
professional  conduct  in  the  prescription  of  medication  must  include 
at  least  an  appropriate  physical  examination  and  the  taking  of  an 
appropriate  medical  history  from  the  patient. 

Having  defined  the  standards  governing  the  issue  of  professional 
conduct  which  this  case  presents,  the  Board  next  turns  to  an 
evaluation  of  the  defendant's  conduct.   The  findings  of  fact 
indicate  that  the  defendant  made  only  minimal  efforts  to  comply 
with  the  procedures  set  forth  above  when.he  issued  each  of  the 
twenty-eight  prescriptions  to  undercover  agents  over  a  three  month 
period.   The  defendant  conducted  only  a  very  cursory  examination 
of  Troopers  Curtin,  Cabeceiras,  and  Long  on  their  initial  visit  to 
him.   This  examination  consisted  of,  at  best,  a  measurement  of  height 
and  blood  pressure. 
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The  defendant  made  no  attempt  to  take  even  a  minimal  medical  history 
from  these  patients.   On  subsequent  visits,  the  defendant  did  not 
correct  the  deficiencies  of  either  physical  examination   or  medical 
history-taking  which  occurred  in  the  initial  visits.   Instead,  he 
would  simply  inquire  as  to  what  was  wanted  and  then  issue  prescrip- 
tions.  It  is  quite  evident  that  this  behavior,  which  was  not  an 
isolated  incident  of  negligence  or  oversight,  but  rather  a  series 
of  seven  separate  incidents  involving  four  different  individuals, 
was  not  within  the  bounds  of  standard  professional  conduct.   There- 
fore as  to  each  of  the  prescriptions  detailed  in  the  findings  of 
fact,  the  defendant  was  not  acting  in  the  usual  course  of  his 
professional  practice. 

The  Board  particularly  is  concerned  with  the  six  prescriptions 
which  were  issued   to  three  persons,  Linda  Cabral,  Marie  Duncan,  and 
Rita  Ricci,  who  were  not  patients  of  the  defendant   and  whom  the 
defendant  never  saw.   This  conduct  was  a  gross  deviation  from  any 
proper  professional  standard  and  cannot  be  considered  as  in  the 
course  of  professional  practice.   Cf.  United  States  v.  Warren,  453 
F.  2d  738  (2nd  Cir.  1972)  (providing  controlled  substance  to  people 
who  had  not  been  medically  examined,  much  less  seen,  went  beyond 
any  physician's  proper  relationship  with  a  patient 

The  second  factor  which  the  Board  must  consider  is  whether 
the  drugs  were  issued  for  a  "legitimate  medical  purpose."   This 
determination  requires  a  careful  examination  of  the  nature  of  the 
drug  prescribed  and  all  circumstances  surrounding  the  issuance  of 
the  prescription. 


-  14  - 


The  case  law  presents  a  helpful  analysis  of  the  question  of 

what  is  a  legitimate  medical  purpose.   The  general  standard  is 

often  posed  as  determining  whether  the  physician  was  acting  in 

good  faith.   For  example,  in  Commonwealth  v.  Noble,  230  Mass.  S3, 

87-88  the  court  stated  that: 

While  the  question  whether  the  drug  is  or  is  not  obviously 
needed  for  therapeutic  purposes  in  a  given  case  is  a  ques- 
tion for  the  attending  physician  and  he  is  not  to  be  held 
liable  for  a  violation  of  the  statute  if  he  acts  in  good 
faith,  it  does  not  follow  that  his  judgement  in  the  matter 
is  conclusive  and  cannot  be  reviewed  or  inquired  into  a 
prosecution  for  an  alleged  violation  of  the  statute  .  .  . 
The  question  whether  the  defendant  exercised  his  honest 
professional  judgement  and  acted  in  good  faith  or  whether 
he  intentionally  violated  the  statute,  was  a  question  of 
,.  fact  for  the  jury  to  be  determined  by  them  as  men  of 
practical  sense  and  sound  judgement. 

See   also  Commonwealth  v.  Miller,  361  Mass.  644  (1972) ;  Commonwealth 

v.  Comins,  1976  Mass.  Adv.  Sh.  2448,  356  N.E.  2d  241;  United  States 

v.  Green,  511  F.  2d  1062  (7th  Cir.  1975) ;  United  States  v.  Rosenberg, 

515  F.  2d  190  (9th  Cir.  1975). 

Case  law  developed  by  the  courts  in  connection  with  controlled 

substance  criminal  violations  further  furnishes  several  indications 

of  the  lack  of  good  faith.   One  of  primary  importance  is-  the 

failure  to  follow  at  least  minimal  professional  procedures.   See 

discussion  above.   Other  factors  include: 

(i)   the  physician's  permitting  the  patient  to  name  the 
drug  he  desires;  see  Commonwealth  v.  Comins,  supra; 
United  States  v.  Elizey,  527  F.  2d  1306  (6th  Cir.  1976); 

(ii)   the  physician's  expressing  concern  as  to  how  and  where 
a  prescription  would  be  filled  in  a  manner  which  does 
not  indicate  a  good  faith  concern  for  his  patient; 
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see  Commonwealth  v.  Comins,  suora;  Commonwealth  v. 


Lozano,  367  N.E.  2d  1186  (Mass.  App .  1977); 
Commonwealth  v.  Miller ,  supra ;  United  States  v. 
Barter,  499  F.  2d  484  (10th  Cir.  1975). 

(iii)   repeated  refills  over  relatively  short  periods 
of  time,  Comins ,  supra ;  Commonwealth  v.  Lozano, 
supra ;  United  States  v.  Green  511  F.  2d  1062 
(7th  Cir.  1975) . 

(iv)   general  remarks  of  the  physician  indicating  his' 

experience  with  non-therapeutic  uses  of  the  drugs 
and  of  drug  enforcement  actions  and  procedures; 
Comins ,  supra ;  Lozano ,  supra. 

(v)   failure  to  schedule  appropriate  appointments  for 
return  visits  and  other  factors  indicating  a  lack 
of  interest  in  follow  up  care   Lozano,  supra; 
United  States  v.  Moore,  423  U.S.  122  (1975); 

(vi)   conversations  and  other  circumstances  which  demon- 
strate that  the  physician  knew  that  the  drugs  were 
not  to  be  used  for  therapeutic  or  medical  purposes; 
Miller,  supra;  Lozano,  supra;  United  States  v. 
Hooker,  541  F.  2d  300  (1st  Cir.  1976) ;  United  States 
v.  Badia,  490  F.  2d  296  (1st  Cir.  1973). 

The  findings  of  fact  indicate  that  each  of  these  factors  is 
present  in  this  case.   The  agents  named  drugs  that  they  desired; 
there  were  conversations  about  concerns  as  to  how  to  fill  the 
prescriptions;  no  return  visits  were  regularly  scheduled;  pres- 
criptions were  refilled  with  as  little  as  two  weeks  between  visits; 
and  general  conversations  indicate  that  the  defendant  was  fully 
aware  that  the  drugs  were  to  be  used  for  non-therapeutic  purposes. 
In  fact,  there  is  a  complete  absence  of  any  evidence  which  tends 
to  support  any  legitimate  purpose  for  the  prescription  of  these 
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drugs  to  the  agents.      This  lack  of  evidence  is  particularly 
distressing  given  the  nature  of  the  drugs  involved. 


_5/ 

The  defendant  did  not  offer  any  testimony  as  to  why  he  pres- 
cribed the  drugs  in  question. 

10/ 

Nembutal  is  the  brand  name  for  a  pentobarbital  preparation. 
The  Physicians'  Desk  Reference,  (1978,  32nd  ed. )  pp.  533-544 
includes  a  bold  face  warning  as  to  Nembutal  (WARNING:  MAY  BE 
HABIT  FORMING)  and  warns  further  as  follows: 

This  drug  may  impair  the  mental  and/or  physical  abilities 
required  for  the  performance   of  potentially  hazardous 
tasks  such  as  driving  a  vehicle  or  operating  machinery. 
The  concomitant  use  of  alcohol  or  other  central  nervous 
system  depressants  may  have  an  additive  effect.   Patients 
should  be  warned  accordingly.   Prolonged  use  of  barbituates, 
even  in  therapeutic  dosages,  may  result  in  psychic  dependence. 
Withdrawal  symptoms  may  occur  after  chronic  use  of  large 
doses,  resulting  in  delirium,  convulsions,  or  death. 

The  Physician's  Desk  Reference  description  of  Biphetamine , 
at  p.  1287,  is  prefaced  by  a  boxed  bold-face  warning: 

d  and  d-1  AMPHETAMINE  HAVE  A  HIGH  POTENTIAL  FOR  ABUSE.   THEY 
SHOULD  THUS  BE  TRIED  ONLY  IN  WEIGHT  REDUCTION  PROGRAMS 
FOR  PATIENTS  IN  WHOM  ALTERNATIVE  THERAPY  HAS  BEEN  IN- 
EFFECTIVE.  ADMINISTRATION  OF  d  and  d-1  AMPHETAMINE  FOR 
PROLONGED  PERIODS  OF  TIME  IN  OBESITY  MAY  LEAD  TO  DRUG 
DEPENDENCE  AND  MUST  BE  AVOIDED.   PARTICULAR  ATTENTION 
SHOULD  BE  PAID  TO  THE  POSSIBILITY  OF  SUBJECTS  OBTAINING 
d  and  d-1  AMPHETAMINE  FOR  NON-THERAPEUTIC  USE  OR  DISTRIBU- 
TION TO  OTHER,  AND  THE  DRUG  SHOULD  BE  PRESCRIBED  OR 
DISPENSED  SPARINGLY. 

Carbrital  is  a  combination  of  pentobarbital  sodium,  a  barbituate, 
and  cabromai,  a  sedative.   It  may  be  habit  forming.   The  Physician ' s 
Desk  Reference,  p.  1237  lists  a  number  of  precautions  for  irs  use 
including : 

Prolonged  use  may  produce  psychological  habituation.   Carbital  . 
should  be  prescribed  with  great  caution,  or  not  at  all,  for 
persons  with  suicidal  tendencies,  a  predilection  for  excessive 
use  of  medications,  or  the  likelihood  of  becoming  drug  dependent. 

(continued) 
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Accordingly,  after  considering  the  transcript,  exhibits,  the 
hearing  officer's  recommended  decision,  and  the  papers  and  argument 
of  counsel  in  objection  to  the  recommended  decision,  the  Board 
determines  that  the  defendant  did  issue  prescriptions  on  repeated 
occasions  that  were  not  valid  since  they  were  not  for  legitimate 
medical  purposes  or  issued  in  the  usual  course  of  professional 
practice.   An  order  will  enter  revoking  the  defendant's  license 
to  practice  medicine  in  the  Commonwealth. 

By  the  Board , 


Dated:   July  14,  1978  d  U ,'w  C-  ^  ^ — ^^-^ 


Claude  E.  Welch,  M.D. 
Chairman 


(continued) 

Dalmane  is  a  hypnotic  agent  used  to  induce  sleep.   The 
Physician's  Desk  Reference  pp.  1383-1384  gives  the  following 
warning:  -— 

Patients  receiving  Dalmane  should  be  cautioned  about  possible 
combined  effects  with  alcohol  and  other  CNS  depressants. 
Patients  should  be  cautioned  against  hazardous  occupations 
requiring  complete  mental  alertness  such  as  operating 
machinery  or  driving  a  motor  vehicle  shortly  after  ingesting 
the  drug . 

In  addition,  Dalmane  may  increase  the  risk  of  congenital  malforma- 
tions when  used  during  pregnancy. 

Librium  and  Valium  also  may  create  physical  and  psychological 
dependence.   Their  use  during  pregnancy  is  discouraged. 
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ATTACHMENT  F 


PMI  012 


Benzodiazepines 


Patient  Medication  Instruction  Sheet 

For: 

Drug  Prescribed: 

Directions  for  Use: 


Special  Instructions: 


Please  Read  This  Information  Carefully 


This  sheet  tells  you  about  the  medicine  your 
doctor  has  just  prescribed  for  you.  If  any  of  this 
information  causes  you  special  concern,  check 
with  your  doctor.  Keep  this  and  all  other 
medicines  out  of  the  reach  of  children. 

Uses  of  This  Medicine 

Benzodiazepines  (ben-zoe-dye-AZ-e-peens)  are  used  to  relieve  anxiety 
(nervousness  or  tension)  that  results  from  moderately  or  severely  distressing 
situations.  They  usually  are  not  necessary  for  nervousness  or  tension 
caused  by  ordinary  pressures  of  everyday  life.  Several  are  also  used  to  treat 
sleeplessness  (insomnia);  others  relieve  pain  due  to  muscle  spasm  and  some 
are  used  for  convulsive  disorders  (seizures,  fits,  epilepsy).  Benzodiazepines 
may  be  used  for  other  conditions  as  determined  by  your  doctor. 

Before  Using  This  Medicine 

BE  SURE  TO  TELL  YOUR  DOCTOR  IF  YOU . . . 

•  are  allergic  to  any  medicine; 

•  have  glaucoma; 

•  are  depressed; 

•  are  pregnant  or  intend  to  become  pregnant  while  using  this  medicine; 

•  are  breast-feeding; 

•  are  taking  any  other  prescription  or  nonprescription  medications,  or  if 
you  have  any  other  medical  problems. 

Proper  Use  of  This  Medicine 

DOSAGE 

Take  this  medicine  only  as  directed  by  your  doctor.  Do  not  take  more  of  it,  do 
not  take  it  more  often,  and  do  not  take  it  for  a  longer  time  than  your  doctor 
ordered.  If  large  doses  are  taken  daily  for  long  periods  (months),  it  may 
become  habit-forming  (causing  mental  or  physical  dependence). 

If  you  are  taking  this  medicine  several  times  daily  and  you  miss  a  dose,  take 
it  right  away  if  you  remember  within  an  hour  or  so  of  the  missed  dose.  Then 
go  back  to  your  regular  dosing  schedule.  But  if  you  do  not  remember  until  a 
few  hours  later,  do  not  take  the  missed  dose  at  all  and  do  not  double  the  next 
one.  If  you  are  taking  one  dose  every  day  and  miss  a  dose,  do  not  take  a 
double  dose  the  next  day. 

(continued  on  reverse  side) 


Precautions  While  Using  This  Medicine 

This  medicine  will  add  to  the  depressant  effects  of  alcohol  and  other 
medicines  that  slow  down  the  nervous  system,  including  nonprescription 
drugs  such  as  sleep  aids  and  cold  remedies.  Check  with  your  doctor  before 
taking  any  such  depressants  while  you  are  taking  this  medicine. 

Since  this  medicine  may  cause  some  people  to  become  drowsy,  make  sure 
you  know  how  you  react  to  it  before  you  drive,  use  machines,  or  do  other 
jobs  that  require  you  to  be  alert. 

If  you  think  you  may  have  taken  an  overdose,  get  emergency  help  at  once. 

Some  signs  of  overdose  are  mental  confusion,  severe  drowsiness,  severe 
weakness,  slurred  speech,  and  staggering. 

Side  Effects  of  This  Medicine 

SIDE  EFFECTS  THAT  SHOULD  BE  REPORTED  TO  YOUR  DOCTOR 

PROMPTLY 

The  following  are  uncommon  or  rare,  but  may  be  serious: 

•  Continuing  ulcers  or       •  Hallucinations  •  Sore  throat  and  fever 

sores  in  mouth  or  (seeing,  hearing,  •  Unusual  excitement, 

throat  or  feeling  things  nervousness, 

•  Mental  confusion  or  not  there)  irritability,  or 

depression  •  Skin  rash  or  itching  trouble  in  sleeping 

SIDE  EFFECTS  THAT  MAY  NOT  REQUIRE  IMMEDIATE  MEDICAL 

ATTENTION 

These  possible  reactions  should  be  reported  to  your  doctor  if  they  persist 

beyond  the  first  day  or  two  of  treatment 

•  Blurred  vision  or  •  Constipation,  •  Clumsiness, 

other  changes  in  diarrhea,  nausea,  unsteadiness, 

vision  vomiting,  or  dizziness, 

•  Drowsiness,  stomach  pain  lightheadedness, 

headache,  or  •  Difficulty  in  or  slurred  speech 

unusual  tiredness  urination 

or  weakness 

Discontinuing  This  Medicine 

Your  doctor  may  want  you  to  gradually  reduce  the  amount  you  are  taking 
before  stopping  completely,  since  your  body  may  need  time  to  adjust.  If  you 
have  taken  this  medicine  in  high  doses  or  for  a  long  time,  this  may  take  several 
weeks.  Check  with  your  doctor  if  you  experience  trembling,  seizures,  muscle 
cramps,  nausea,  vomiting,  stomach  cramps,  unusual  sweating,  or  trouble  in 
sleeping  or  if  you  are  unusually  irritable,  nervous,  or  confused. 

The  information  in  this  PMI  is  selective  and  does  not  cover  all  the  possible  uses, 
actions,  precautions,  side  effects,  or  interactions  of  this  medicine. 

This  PMI  is  produced  by  the  AMA,  which  assumes  sole  responsibility  for  its  content. 
Appreciation  is  acknowledged  to  the  other  organizations  that  provided  assistance  and 
information  to  the  AMA  and,  in  particular,  the  U.S.  Pharmacopeia. 

©  1982,  American  Medical  Association.  Portions  of  this  text  have  been  taken  from 
USP  DI  ©  1982,  USP  Convention.  Permission  granted.     . 
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PMI 002 Thiazide  Diuretics 

Patient  Medication  Instruction  Sheet 

For:  

Drug  Prescribed: 

Directions  for  Use: 


Special  instructions: 


l»_il 


Please  Read  This  Information  Carefully 


This  sheet  tells  you  about  the  medicine  your 
doctor  has  just  prescribed  for  you.  If  any  of 
this  information  causes  you  special  concern, 
check  with  your  doctor.  Keep  this  and  all 
other  medicines  out  of  the  reach  of  children. 

Uses  of  This  Medicine 

This  medicine  is  commonly  used  to  treat  high  blood  pressure.  It  also  is  used  in 
heart  and  kidney  problems  to  help  reduce  the  amount  of  salt  and  water  in  the 
body  by  increasing  the  flow  of  urine.  Thiazide  diuretics  also  may  be  prescribed 
for  other  conditions  as  determined  by  your  doctor.  Take  this  medicine  only  as 
directed  by  your  doctor. 

Before  Using  This  Medicine 

BE  SURE  TO  TELL  YOUR  DOCTOR  IF  YOU.. . 

•  are  allergic  to  this  medicine  or  to  sulfa  drugs; 

•  are  pregnant  or  intend  to  become  pregnant  while  using  this  medicine; 

•  are  breast-feeding; 

•  are  taking  any  other  prescription  or  nonprescription  medication,  or  have 
any  other  medical  problems. 

Proper  Use  of  This  Medicine 

DOSAGE 

When  you  begin  to  take  this  medicine,  you  may  notice  an  increase  in  the 
amount  of  urine  or  in  your  frequency  of  urination.  In  order  to  keep  the 
increase  in  urine  from  affecting  your  nighttime  sleep,  follow  this  regimen: 

•  If  you  are  to  take  a  single  dose  a  day,  take  it  in  the  morning  after  breakfast. 

•  If  you  are  to  take  more  than  one  dose  a  day,  take  the  last  dose  no  later  than 
6  p.m.  unless  otherwise  directed  by  your  doctor. 

If  you  miss  a  dose  of  this  medicine,  take  it  as  soon  as  possible  unless  it  is 
almost  time  for  your  next  dose.  In  this  case,  do  not  take  the  missed  dose  at 
all  and  do  not  double  the  next  one.  Instead,  go  back  to  your  regular  dosing 
schedule. 

(continued  on  reverse  side) 


FOR  HIGH  BLOOD  PRESSURE 

If  high  blood  pressure  is  not  treated,  it  can  cause  serious  problems  such  as 
heart  failure,  blood  vessel  disease,  stroke,  or  kidney  disease.  Remember  that 
this  medicine  will  not  cure  your  high  blood  pressure,  but  it  does  help  control 
it.  Therefore,  you  must  continue  to  take  the  medicine  as  directed — even  if 
you  feel  well — if  you  expect  to  keep  your  blood  pressure  down. 

Precautions  While  Using  This  Medicine 

This  medicine  may  cause  a  loss  of  potassium  from  your  body.  To  help  prevent 
this,  your  doctor  may  want  you  to: 

•  eat  or  drink  foods  that  have  a  high  potassium  content  (for  example, 
orange  or  other  citrus  fruit  juices);  or 

•  take  a  potassium  supplement;  or 

•  take  another  medicine  to  help  prevent  the  loss  of  potassium  in  the  first 
place;  or 

•  reduce  your  salt  intake  and/or  use  a  salt  substitute. 

Be  sure  to  check  with  your  doctor,  however,  before  changing  your  diet  on 
your  own.  Loss  of  appetite,  vomiting,  or  diarrhea  may  cause  a  further  loss 
of  potassium  and  you  should  inform  your  doctor  if  these  events  occur. 

Do  not  take  other  medicines  unless  they  have  been  discussed  with  your 
doctor.  This  especially  includes  over-the-counter  (OTC)  or  nonprescription 
medicines  for  appetite  control,  asthma,  colds,  cough,  hay  fever,  or  sinus, 
since  they  may  tend  to  increase  your  blood  pressure. 

Side  Effects  of  This  Medicine 

SIDE  EFFECTS  THAT  SHOULD  BE  REPORTED  TO  YOUR  DOCTOR 

•  Increased  sensitivity         •  Nausea  and  vomiting  •  Unusual  tiredness 

of  skin  to  sunlight  •  Severe  stomach  pain  or  weakness 

•  Increased  thirst  •  Unexplained  sore  throat     •  Yellowing  of  eyes 

•  Loss  of  appetite  and  fever  or  skin 

•  Irregular  heartbeat  •  Unusual  bleeding 

•  Skin  rash  or  hives  or  bruising 

SIDE  EFFECTS  THAT  MAY  NOT  REQUIRE  IMMEDIATE  MEDICAL 
ATTENTION  BUT  SHOULD  BE  REPORTED  TO  YOUR  DOCTOR  IF 
THEY  PERSIST  MORE  THAN  A  DAY  OR  TWO 

•  Diarrhea  •  Decrease  in  sexual  ability 

•  Dizziness  or  •  Muscle  cramps  or 

light-headedness  pain 

when  getting  up  •  Upset  stomach 

from  a  lying  or 
sitting  position 

The  information  in  this  PMI  is  selective  and  does  not  cover  all  the  possible  uses, 
actions,  precautions,  side  effects,  or  interactions  of  this  medicine. 

This  PMI  is  produced  by  the  AMA,  which  assumes  sole  responsibility  for  its  content. 
Appreciation  is  acknowledged  to  the  other  organizations  that  provided  assistance 
and  information  to  the  AMA  and,  in  particular,  theU.S.  Pharmacopeia. 

©  1982,  American  Medical  Association.  Portions  of  this  text  have  been  taken  from 
USP  DI  ©  1982,  USP  Convention.  Permission  granted. 
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ATTACHMENT  G 


THE 


Scam  of  f/ie  dKontR 


INITIATIVE 


A  project  to  alert  Missouri  health  care  professionals 
and  lav  enforcement  officials  to  common  techniques 
used  to  improperly  secure  abuseable  prescription  drugs. 


Suitable  for  use  by  publications  or  other  commun 

ications- directed  to: 

VETERINARIANS 

HOSPITALS 

NURSES 

NURSING  HOMES 

PHYSICIANS 

CLINICS 

POLICE  DEPARTMENTS 

PHARMACISTS 

DENTISTS 

HEALTH  CARE  CENTERS 

PROSECUTORS 

SHERIFFS 

PHARMACEUTICAL  FIRMS 

CEU  PROGRAMS 

JUDGES 

Missouri  Task  Force  on 


Misuse.       | 


I        Ab 


use 


and  ^ 

Diversion  of  Prescription  Drugs 


Scam  of  the  Month  #1 

"The- Fat  Lady  Who  Wants  Everything  Scam" 

A  popular  deception  is  the  so-called  "fat  lady"  scam,  perpetrated  by  an  itinerant 
team  of  four  or  five  badly  overweight  women  and  one  man.  Their  carefully  devised 
plan  involves  moving  to  a  new  community,  developing  a  schedule  which  allows  each 
female  member  to  visit  a  maximum  number  of  physicians  each  day  for  a  week  or  so. 

The  "scam"  is  (with  variations)  that  the  patient  is  very   unhappy,  due  to  her  chronic 
weight  problem.  Her  husband  is  about  to  leave  her,  her  children  are  embarrassed, 
and  she  professes  to  be  weak  and  unable  to  maintain  a  diet  regimen.  In  despera- 
tion (she  has  considered  suicide!)  she  wants  to  discuss  the  possibility  of  having 
her  jaws  wired  shut  or  having  part  of  her  intestines  removed.  The  interview  is 
usually  tearful  and  well  delivered,  and  inexorably  moves  to  a  consideration  of 
medication  as  an  alternative. 

• 

At  this  point  the  "professional  patients'"  skills  come  into  play.  PRELUDIN  is 
usually  mentioned  as  the  drug  of  choice  -  followed  in  rapid  order  by  other 
Schedule  II  AMPHETAMINES.  If  the  physician  refuses  to  prescribe  a  Schedule  II 
drug,  the  "professional  patient"  quickly  acknowledges  that  DIDREX  has  worked 
in  the  past  and,  of  course,  suggests  that  the  physician  add  a  couple  of  refills. 
At  this  point  the  "professional  patient"  might  ask  for  a  prescription  for  a 
sleeping  pill  because  it  will  be  difficult  to  sleep  after  taking  the  weight-  • 
control  drug. 

A  more  daring  scammer  might  also  request  a  tranquilizer,  such  as  VALIUM,  so  that 
the  other  drugs  don't  make  her  edgy. 

Following  a  successful  scam,  the  female  "professional  patient"  is  allowed  to 
keep  only  a  small  number  of  the  pills  secured.  The  majority  are  sold  by  her 
"man"  to  local  street  dealers.  Weekly  profits  from  the  numerous  prescriptions 
obtained  by  such  gangs  have  been  estimated  to  be  as  high  as  $10,000.  This 
figure  was  confirmed  by  actual  accounting  records  of  several  drug  dealers  arrested 
for  selling  controlled  drugs. 


Physicians  are  rerrir.ded  that  the  potential  for  abuse  of  stimulant  controlled 
drugs  outweigh     any  benefit  derived  as  weight  control  method.     Studies  con- 
sistently indicate  that  patient  weight  loss,    induced  by  stimulants a   is  usually 
regained  immediately  after  patient  is  removed  from  drug.      The   latest  information 
available  from  National  Physician's  Associations  indicate  that  behavior  modifi- 
caticn3    dieting  and  exercise  are  only  recommended  methods  to  achieve  weight  loss, 

Physicians  who  do  prescribe   stimulants  are  cautioned  to  be  wary  of  patients  un- 
known to  them   (request  positive /picture  identification) }   patients  who  report 
they  have  been  seeing  other  doctors,    or  patients  who  are  enthusiastic  about 
medication  taken  in  the  vast   (usually  PRELUDIll).      Physicians  should  also  be 
alert  to  .  Ituations  where  several  such  women  are  seen  in  a  short  period  of  time 
cr  when  patients  report  they  weve  referred  by  other  patients  with   the  same  medi- 
cal  condition    (obesity) . 


Scam  of  the  Month  #4 

'The  Hyperactive  Child  Scam" 

Investigations  in  the  Kansas  City  and  Columbia,  Missouri  areas  have  uncovered 
a  very  complex  and  organized  new  scam.  Welfare  and  Medicaid  recipients,  having 
as  many  as  six  or  seven  children,  were  presenting  these  children  to  physicians 
as  having  Attention  Deficit  Syndrome.  The  parents  explain  that  their  children 
were  previously  treated  by  a  physician  who  had  left  the  area  and  that  the  physician 
had  prescribed  20  mg  RITALIN,  usually  120  every  30  days. 

Many  of  the  involved  physicians  questioned  the  dosage  and  quantity,  and  immediately 
became  suspicious.  The  Bureau  of  Narcotics  and  Dangerous  Drugs  (BNDDl  received 
complaints  from  several  physicians  stating  that  these  "parents"  were  threatening 
both  them  and  their  office  staffs. 

One  enterprising  physician,  convinced  that  a  scam  was  being  perpetrated,  asked 
his  wife  to  verify  the  patient's  stories.  The  wife  quickly  discovered  that  many 
of  the  children  did  not  attend  the  schools  reported  and  that,  if  they  were,  they 
were  not  on  medication.  Of  the  45  children  presented  to  this  single  physician 
as  having  Attention  Deficit  Syndrome,  only  two  were  found  to  be  attending  school 
and  requiring  medication. 

Interestingly,  in  the  above  case,  several  of  the  patients  (parents)  were  given 
prescriptions  for  5  mg  and  10  mg  RITALIN,  instead  of  the  requested  20  mg.  On 
several  occasions  the  parents  refused  the  lower  dosage  prescriptions,  or  did 
not  return  for  further  treatment.  Apparently  it  is  more  difficult  to  sell  the 
5  and  10  milligram  tablets. 


Physicians  are  cautioned  to  make  their  own  diagnosis  of  patient  complaints  and 
problems.      Current  information  on  Attention  Deficit  Syndrome  indicates  the  child's 
teacher  is   the  most  important  source  of  information  on  the  child's  behavior  and 
possible  need  for  medication.     Also,    20  mg  RITALIN  is  currently  one  of  the  most 
highly  abused  Controlled  Drugs  in  Missouri. 

Physicians  are  cautioned  to  be  alert  for  patients  seeking  help  for  hyperactive 
children  and  who:      (a)   are  unknown  to  the  physician,    (b)   demonstrate  behavior 
normally  associated  with  drug  abusers,    (c)   have  insufficient  identification,    or, 
(d)   otherwise  appear  suspicious. 

A  recuest  for  positive  identification  and/or  a  telephone  call  or  two  car.  be  an 
e^^ective  deterent  to  such  scams. 


Scam  of  the  Month  #6 

"Forged  Or  Stolen  Record  Scam" 

Recently  investigators  in  the  Kansas  City  area  have  interviewed  numerous  physi- 
cians concerning  their  prescribing  of  RITALIN  for  Narcolepsey,  DILAUDID  for. 
terminal  cancer,  SECONAL  and  TUINAL  for  sleep  disorders,  etc.  In  all  of  these 
cases  the  physician  had  prescribed  the  controlled  drugs  based  on  hospital  and/or 
medical  records  given  to  him  by  the  patient. 

Checking  the  copies  of  these  medical  records  it  soon  became  clear  that  they  had 

been  stolen  from  several  area  hospitals.  The  real  patients  name  had  been  covered 

with  white-out  and  a  fake  name  typed  in.  The  form  was  then  copied  so  it  looked 
as  though  nothing  had  been  altered. 

It  was  determined  an  organized  group  of  "Professional  Patients"  were  obtaining 
copies  of  medical  records  from  a  medical  records  technician  who  worked  at  one 
of  the  hospitals. 


Physicians  are  cautioned  to  make  their  own  diagnosis  of  patient  complaints  and 
problems.      A.lso,   previous  medical  histories  should  be  obtained  in  writing  by 
the  physician  f'som  hospitals  or  other  physicians  or  requested  via  telephone. 
Any  medical  records  brought  in  by  the  patient  should  be  verified  with  the 
physician  or  hospital  involved,   especially  those  indicating  treatment  with 
Controlled  Drugs, 


Scam  of  the  Month  #8 

"Sickle  Cell  Anemia  Scam" 

Investigations  in  the  St.  Louis  area  have  uncovered  an  innovative  scam  involving 
the  Schedule  III  Codeine  containing  analgesics,  especially  TYLENOL  #3  and  #4. 

Children  who  have  been  diagnosed  as  having  Sickle  Cell  Anemia  were  being  used 
by  their  parents  to  obtain  huge  quantities  of  TYLENOL  #3  and  #4.  Medicaid  was 
paying  for  these  prescriptions  and  reported  this  situation  to  Bureau  of  Narcotics 
and  Dangerous  Drugs. 

Further  investigation  revealed  the  nature  of  the  scam.  A  family  with  three  children, 
one  boy  who  was  confirmed  to  have  Sickle  Cell  Anemia  and  two  girls  who  apparently 
had  nothing  wrong  with  them  at  all.  Several  physicians  were  prescribing  controlled 
drugs  for  the  boy  but  one  physician  in  particular  was  also  prescribing  numerous 
TYLENOL  #3  and  #4  prescriptions  to  the  two  girls. 

The  boys  primary  physician  was  contacted  and  reported  the  pain  associated  with 
Sickle  Cell  Anemia  ran  in  cycles  and  the  boy  should  be  able  to  go  for  several 
days  without  the  use  of  any  controlled  drugs  until  they  were  needed  again. 

Discussion  with  the  physician  prescribing  for  the  two  girls  indicated  the  boy's 
father  made  the  physician  believe  both  of  the  girls  also  had  the  disease  and 
that  was  the  reason  he  was  prescribing  so  many  controlled  drugs  for  them. 

It  was  later  learned  that  the  father  was  apparently  involved  in  selling  the 
TYLENOL  #3  and  #4  and  that  his  wife  was  an  addict.  Since  this  situation  was 
uncovered,  even  though  the  entire  family  is  "Locked  in"  to  one  doctor  and  one 
pharmacy  under  the  Medicaid  program,  none  of  the  family  members  have  been  seen 
or  heard  from.  This  is  another  unfortunate  case  of  parents  unscrupulously  using 
their  children  to  divert  controlled  drugs. 


Fh.ysiaians.  should  remember  that  generally  patients  obtaining  large  quantities  of 
controlled  drugs  need .mere  monitoring  than  the  patient  who  is  not  receiving  large 
ouantities.      The  physician  should  be  certain  in  his  or  her  own  mind  that  the 
zazient  is  using  the  controlled  drugs  in  the  proper  and  reasonable  manner  in- 
tended and  investicate  unusual  reauests  for  additional  Quantities  or  increased 

XJ  4.  • 

druc  szrencth. 


Scam  of  the  Month  #11 

""The  Police  Report  Scam" 

Kansas  City  investigators  have  recently  uncovered  a  new  twist  to  professional 
patient  approaches  to  physicians  and  dentists.  Following  any  successful  attempt 
at  securing  desired  prescriptions,  a  return  visit  is  made  within  a  few  days. 

The  professional  patient  explains  to  the  prescriber  that  shortly  after  his  last 
visit,  he  was  robbed  (or  burglarized)  and  his  medication  was  taken.  He  then 
shows  the  physician/dentist  evidence  that  he  has  reported  the  incident  to  the 
police.  He  usually  exhibits  a  copy  of  the  police  report.  Obviously,  he  needs 
a  replacement  prescription. 

This  ploy  is  apparently  very  successful.  The  professional  patient  has  doubled 
the  amount  of  drugs  illegally  secured  by  his  original  scam. 


"Physicians  and  dentists  are  cautioned  to  be  alert  in  such  occurences.     Changing 
zhe  replacement  prescription  to  an  alternative  drug   -  one  not  so  highly  valued 
by   the  professional  patient   -  can  be  an  effective  deterent  to  this  ruse. 


Scam  of  the  Month  #12 

"The  Girlfriend  In  The  Office  Scam" 

Prescribers  need  to  be  alert  to  a  frequently  employed  indirect  professional 
patient  scam.  In  such  instances,  a  drug  abuser/dealer  will  cultivate  a  social 
relationship  with  a  member  of  the  office  staff  (receptionist,  secretary,  nurse, 
assistant,  etc.)  in  order  to  gain  access  to  prescription  pads,  drugs,  forged 
signatures  or  even  telephone  prescriptions.  Such  techniques  are  possible  when 
office  personnel  are  minimally  supervised.  In  such  arrangements,  the  professional 
patient  has  a  built-in  bonus.  The  office  accomplice  is  frequently  able  to  inter- 
cept calls  from  pharmacists  attempting  to  verify  questionable  prescriptions. 


Prescribers  can  minimize  the  possibility  of  unethical/ dishonest  staff  behaviors 
by     maintaining  good  office  discipline,    tightly  controlling  prescription  pads, 
communicatinc  directly  with  disvensers,   and  beina  sensitive  to  the  demands  of 
zhe    "street  market.  " 


Scam  of  the  Month  #13 

"-Blood  In  The  Urine  Scam" 

An  occasional  ruse  used  by  experienced  male  professional  patients  is  the  blood 
in  the  urine  scam.  As  part  of  the  technique  used  to  "make"  physicians  (in  scams 
where  a  specimen  might  be  required),  a  pin  or  needle  is  concealed  in  the  clothing 
These  clever  professional  patients  can  then  easily  add  blood  to  the  urine  by 
simply  pricking  a  finger  tip  or  scratching  the  interior  of  the  urethra.  The 
presence  of  blood  in  the  specimen  make  the  scam  all  the  more  convincing. 


Physicians  are  cautioned  to  be  wary  of  patients  who:      (a)   are  unknown  to  .them, 
(b)   demonstrate  behavior  normally  associated  with  drug  abusers }    (c)   have  in- 
sufficient identification,   or>    (d)   otherwise  appear  suspicious. 

A  request  for  positive  identification  and/or  a  telephone  call  or  two  can  be  an 
effective  deterent  to  such  scams. 


Scam  of  the  Month  #14 

"The  Altered  Scrip  Scam" 

Prescribers  who  short-cut  proper  prescription  writing  practice,  especially  those 
who  use  arabic-numerals  for  dose  amounts  (not  reinforced  by  a  written  number), 
are  easy  marks  for  professional  patients.  By  simply  matching  the  ink  color  of 
the  prescribers  pen  or  ball-point,  a  prescription  for  10  can  become  a  prescrip- 
tion for  40,  5  can  become  25.  A  prudent  prescription  becomes  excessive,  and 
proportionally  more  profitable  to  the  professional  patient. 


attended. 


Scam  of  the  Month  #19 

"I  -Caw't-Sleep,  It's  My  Job  Scam" 

Recently,  investigators  in  the  Kansas  City  area  interviewed  numerous 
physicians  concerning  the  prescribing  of  SECONAL,  NEMBUTAL,  TUINAL 
and  QUAALUDE  for  a  group  of  patients  apparently  living  at  a  single 
address.  Ten  individuals  were  identified,  (three  married  couples 
and  four  single  men),  all  alleged  to  be  working  at  jobs  on  the  evening 
shift  at  various  car  assembly  plants  in  the  area. 

Investigators  located  prescriptions  for  these  "Professional  Patients" 
in  a  four  county  area.  Four  of  these  individuals  were  seeing  ten 
physicians  at  the  same  time  and  telling  each  physician  the  same  story. 

While  attempting  to  verify  the  places  of  employment  for  these  individuals 
it  was  learned,  (from  the  local  police  department)  that  several  of  the 
professional  patients  were  apparently  major  drug  dealers  and  that  they 
were  not  employed  at  the  car  assembly  plants.  In  fact,  they  were  not 
employed  at  all,  but  were  obtaining  Welfare  and  Medicaid  payments. 


Physicians  should  make  certain  who  they  are  treating  by  requesting  positive 
identification  and  by  verifying  employment  by  contacting  the  employer. 
"Physicians  should  also  be  cautious  of  referrals  from  one  or  a  small  group 
of  patients  who  are  receiving  Controlled  Drugs  from  that  physician^   especial', 
if  all  of  the  referrals  are  for  the  same  treatment  and  drugs. 


Scam  Of  The  Month  #21 

"Asleep  At  The  Wheel  Scam" 

The  old  Narcolepsy  scam  is  still  with  us  and  appears  to  be  gaining  in 
popularity  due  to  the  dramatic  decrease  in  the  prescribing  and  dis- 
pensing of  AMPHETAMINES  for  weight  control  by  Missouri's  physicians 
(due  to  the  new  directive  from  the  Board  of  Healing  Arts).  Now,  with 
weight  control  being  a  very   limited  source  of  "speed"  for  "Professional 
Patients"  they  are  feigning  Hyperactive  or  Narcoleptic  symptoms.  It  is  diffi- 
cult for  most  persons  over  17  years  of  age  to  be  Hyperactive,  so  faking 
Narcolepsy  is  the  ruse  in  vogue. 

Investigations  in  all  parts  of  Missouri  have  revealed  that  there  are 
several  "Professional  Patients"  traveling  statewide  on  a  regular 
schedule  and  seeing  the  same  group  of  doctors  month  after  month.  One 
such  individual  would  present  himself  to  each  physician  with  a  very 
convincing  story  and  can  actually  fall  asleep  while  talking  to  the 
doctor.  He  had  read  all  of  the  medical  journal  articles  dealing  with 
Narcolepsy  and  sounds  very   convincing.  This  individual  specializes 
in  DESOXYN. 

Another  gives  each  physician  a  local  address  and  usually  tells  the  story 
that  he  is  in  the  middle  of  a  divorce  and  is  traveling  back  and  forth  to 
Colorado  where  he  hopes  to  find  employment.  In  Kansas  City  and  St.  Louis 
he  tells  physicians  he  is  employed  at  either  General  Motors  Assembly  Plant 
or  the  Ford  Motor  Company  Plant.  This  individual  specializes  in  RITALIN. 

This  individual  has  documents  from  a  hospital  in  Oklahoma  City  indicating 
he  was  diagnosed  as  a  Narcoleptic  and  indicates  he  had  seen  a  number  of 
physicians  who  verified  this  condition.  Physicians  who  became  suspicious 
of  this  individual  quickly  found  out  that  the  medical  records  were  fake. 
When  checking  with  the  hospital,  many  of  the  doctors  who  confirmed  the 
Narcolepsy  were  found  not  to  exist. 


The  importance  of  making  your  own  diagnosis  and  verifying  any  medical 
records  with  the  doctor  or  hospital  cannot  be  overstressed.     Likewise, 
knowing  the  correct  identity  of  your  patient  and  the  correct  address 
helps  to  prevent  the  diversion  of  Controlled  Drugs  to  illicit  channels. 


Scam  Of  The  Month  #22 

"The  Phantom  Refill  Scam" 

Investigations  of  controlled  drug  prescriptions  (Schedule  III,  IV  and  V  • 
files  at  pharmacies)  are  revealing  an  ever  increasing  number  of  prescrip< 
tions  with  refill  numbers  which  have  been  altered  (increased)  by  the 
patient  -  unknown  to  the  physician/dentist. 

Professional  Patients,  especially  those  addicted  to,  or  selling;  the 
CODEINE  containing  Schedule  III  Controlled  Drugs,  Schedule  IV 
TRANQUILIZERS  and  sleep  medications,  are  commonly  adding  refills  to 
prescriptions  which  are  not  properly  completed  by  the  physician/dentist. 


Physicians/dentists  are  reminded  to  mark  refill  information  so  that 
alteration  can  not  easily  be  made  or  to  place  an  0  in  the  refill  column. 

Pharmacists  are  cautioned  to  be  alert  to  forged  or  altered  refill  infor- 
mation.     Verifying  refills  with  the  physician/ dentisv involved  is  best 
safeguard.     Al30j   its  advisable  to  check  the  quantity  and  strength  with 
the  prescription  directions.     Be  concerned  if  the  patient  is  returning 
too  soon  or  seems  not  to  be  taking  the  medication  properly.     A  professional 
pharmacist  should  ask  these  questions. 


THE 
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of  the  Month 


INITIATIVE 


A  project  to  alert  Missouri  health-care  professionals  and  law-enforcement  officials  to 
common  techniques  used  to  improperly  secure  abuseable  prescription  drugs.  Scam 
reports  may  be  used  for  publications  or  other  communications  directed  to: 


Physicians 

Dentists 

Nurses 

Veterinarians 

Pharmacists 


Sheriffs 

Prosecutors 

Judges 

Hospitals 

Clinics 


Health  Care  Centers 

Nursing  Homes 
Pharmaceutical  Firms 

CEU  Programs 
Police  Departments 


Missouri  Task  Force  on  W         Misuse      I 

I        Abuse 


and 


Diversion  of  Prescription  Drugs 


Printed  by  the  Missouri  Department  of  Health 


Scam  of  the  Month  #23 

The  Aggravated  Stump  Scam 

An  expensive  van, "transporting  a  driver  and  four  elderly  passengers  (each  of 
whom  has  a  missing  leg)  pulls  into  town.  The  van  stops  at  the  first  available  outside 
telephone.  The  youthful  driver  begins  to  randomly  contact  local  doctors,  requesting 
appointments  for  his  passengers.  Moved  by  the  urgency  of  the  medical  condition 
described  ("My  grandmother's  from  out  of  town  and  she  has  an  artificial  leg.  Her  stump 
is  very  sore,  I  think  it's  infected.  She's  really  in  pain."),  most  of  the  doctors  contacted 
agree  to  an  immediate  appointment.  After  numerous  visits  are  scheduled,  the  driver 
carefully  charts  the  most  efficient  route  to  deliver  his  charges. 

As  each  wheelchair  borne  amputee  arrives  at  the  doctor's  office,  the  driver  makes 
individual  inspections.  If  the  stump  being  checked  doesn't  appear  sufficiently 
aggravated,  sandpaper  is  used  to  produce  the  desired  effect.  A  convincing,  well 
practiced,  story  is  told  why  the  grandmother  can't  use  any  pain  medication  except 
Dilaudid.  The  sympathetic  physician  usually  issues  the  requested  prescription, 
normally  for  a  large  quantity  ("Grandmother  won't  be  able  to  see  her  regular  doctor  for 
at  least  two  weeks.") 

After  the  Dilaudid  prescriptions  .are  filled  (one  per  pharmacy),  the  drugs  are 
immediately  sold  to  local  drug  dealers  and  the  con  artists  are  on  their  way  to  another 
town.  The  street  price  for  a  single  4  mg  Dilaudid  tablet  ranges  from  $55  to  $60.  Daily 
profits  from  such  operations  run  as  high  as  $5,000. 


***** 


Physicians  are  cautioned  to  be  alert  to  patients  who  are  unknown  to  them, 
demonstrate  behavior  associated  with  drug  abuse,  have  insufficient  identification,  or 
who  otherwise  behave  suspiciously.  A  request  for  positive  identification  and/or  a 
telephone  call  or  two  can  be  an  effective  deterrent. 

Pharmacists  should  verify  all  Dilaudid  prescriptions  with  the  physician  involved. 
The  identity  of  the  person  presenting  the  prescriptions  should  be  verified  by  recording 
license  numbers,  Social  Security  numbers,  etc.  on  the  prescriptions. 


Scam  of  the  Month  #24 

Attention  Deficit  Syndrome  Scam 

A  growing  scarrrirrlhe  Midwest  usually  involves  an  adult  couple,  two  or  more 
young  children  and  a  clever  attempt  to  improperly  secure  20  mg  Ritalin.  With  some 
slight  variations,  the  scam  follows  this  basic  format: 

Families,  some  on  welfare,  are  recruited,  trained,  coached  and,  finally,  scheduled 
for  multiple  doctors'  appointments.  Symptoms  of  Attention  Deficit  Syndrome  are 
described  by  the  adult  to  the  physician.  The  children  readily  concur  and  play  their  parts 
well.  Ritalin,  not  normally  recognized  as  a  street  drug,  is  usually  prescribed.  Families 
who  are  receiving  welfare  assistance  are  able  to  charge  both  the  office  visit  and 
prescription  costs  to  the  state.  Medication  normally  is  sold  to  the  local  drug  market  for 
$500  for  1 ,000  Ritalin  20  mg  tablets.  The  street  dealer  then  usually  resells  the  Ritalin  as 
part  of  a  set  (with  Talwin  NX)  to  heroin  addicts  for  as  much  as  $50  a  set. 


***** 


Physicians  can  take  precautions  to  avoid  being  taken  in  by  these  individuals. 
Current  information  from  the  AMA  relating  to  Attention  Deficit  Syndrome  reviews 
diagnostic  techniques,  counseling,  recommended  prescribing,  etc.  Physicians  should 
familiarize  themselves  with  this  information.  The  following  precautions  also  can  prove 
useful: 

1.  Discuss  ADS  patients  with  other  area  physicians. 

2.  Verify  with  schools  that  children  you  are  treating  are  actually  attending  school  and 
are  taking  medication. 

3.  Require  new  tests  and  verification  of  ADS  per  AMA  standards.  The  importance  of 
making  proper  diagnosis  cannot  be  stressed  enough. 

4.  Physicians  often  have  found  that  when  they  begin  prescribing  for  one  family  they  are 
soon  overrun  with  new  patients  requesting  treatment  of  their  children  for  ADS. 

5.  The  prescribing  of  Ritalin  20  mg  is  the  key  to  this  scam.  Physicians  who  began 
prescribing  5  and  10  mg  and  the  20  mg  SR  (sustained  release)  actually  were  told  by 
parents  that  they  wanted  the  20  mg  plain  tablets  and  would  not  accept  any  other 
strength.  (Apparently,  the  20  mg  SR  cannot  be  as  easily  abused  or  resold .) 

6.  The  recording  of  patient  (in  particular  parent)  information  is  vital  to  uncovering  the 
true  identity  of  theso  people.  Physicians  should  record  all  identification  numbers 
possible  including  Social  Security  number;  Medicaid  number,  driver's  license  number 
(from  personal  license  and  vehicle  license  plates,  if  possible),  plus  the  usual  date  of 
birth,  height,  weight,  etc. 


Scam  of  the  Month  #25 

Physician  on  Call  Scam 

This  particular  scam  was  reported  by  a  doctor  who  has  practiced  in  both 
Massachusetts  and  Georgia.  With  slight  variations,  similar  scams  have  been  reported 
from  other  states.  The  procedure  follows  a  common  format: 

A  physician  on  call  receives  a  phone  call  at  home  from  an  individual  claiming  to 
be  a  relative  of  a  patient  of  one  of  the  physician's  colleagues  (who  is  not  on  call).  Here 
are  some  key  points  to  remember: 

-  the  covering  physician  is  called  at  home; 

-  the  call  comes  direct,  not  through  the  answering  service  or  hospital; 

-  the  caller  is  always  an  intermediary  and  never  the  patient; 

-  there  will  be  a  ready  excuse  (i.e.,  "no  phone  at  home")  if  the  physician  asks  to  speak 
directly  to  the  patient. 

A  plausible  story  is  always  presented.  The  patient  (their  relative)  has  had 
prescriptions  for  Tussionex  in  the  past  and  needs  one  now.  There  is  always  a  sense  of 
urgency  ("very  ill,"  "leaving  on  a  trip").     The  caller  continues  to  request  Tussionex,  even 

when  alternatives  are  suggested  "Dr. (your  colleague)  has  tried  them  all 

and  this  is  the  only  one  that  works." 

While  other  codeine-containing  antitussives  are  occasionally  the  drug  of  choice, 
Tussionex  usually  is  the  product  requested. 


***** 


Physicians  are  cautioned  to  be  alert  for  such  telephone  scams,  especially  when 
received  from  persons  unknown  to  them.  Careful  questioning,  prescribing  only 
alternate  drugs,  suggesting  that  patient  go  to  hospital  emergency  room,  and,  when 
prescribing,  giving  only  the  smallest  possible  quantity  of  drug,  can  have  some  deterrent 
effect.  Experience  and  judgement  are  the  best  defenses  in  such  cases. 


Scam  of  the  Month  #27 

Paraplegic  Scam 

Physicians -and  pharmacists  should  be  alert  to  the  use  of  paraplegic  patients  in  a 
drug  scam.  The  Missouri  Bureau  of  Narcotic  and  Dangerous  Drugs  has  reported  cases 
of  such  impaired  persons  scheduling  multiple  physician  appointments  on  regular 
schedules  throughout  the  state. 

Four  such  individuals  are  known  to  have  become  paraplegic  due  to  gun  battles 
with  other  drug  dealers  or  with  law  enforcement  officials.  It's  also  known  that  some  of 
these  persons  do  not  suffer  pain  requiring  Dilaudid,  but  simply  use  their  condition  to 
solicit  sympathy  from  unwary  health  care  professionals. 

One  of  the  paraplegic  gang  members  was  seeing  14  physicians  in  Kansas  City 
and  had  obtained  prescriptions  for  Ritalin,  Talwin  NX,  Valium,  Tylenol,  Fiorinal  #3  and 
#4.  as  well  as  Dilaudid  and  non-controlled  drugs.  Another  gang  member  was  rotating 
through  12  St.  Louis  area  physicians  with  much  the  same  results.  Fifteen  southeast 
Missouri  physicians  have  been  bilked  by  still  another  paraplegic  gang  member. 
Percodan,  Demerol,  Tylox  and  Percocet  are  often  on  the  shopping  list  of  these 
unscrupulous  con  artists. 


***** 


Physicians  are  cautioned  to  be  alert  to  patients  who  are  unknown  to  them, 
demonstrate  behavior  associated  with  drug  abuse,  have  insufficient  identification,  or 
who  otherwise  behave  suspiciously.  Always  request  positive  identification  from  the 
patient  and  the  person(s)  assisting  the  patient.  The  identification  of  the  vehicle  used  to 
transport  the  patient  and  the  license  number  of  that  vehicle  can  be  vital  to  law 
enforcement  officials. 

Pharmacists  should  verify  all  Dilaudid  prescriptions  with  the  physician  involved. 
The  identity  of  the  person  presenting  the  prescription  should  be  checked  against  the 
name  on  the  prescription.  Verification  of  identification  numbers  such  as  driver's  license 
number,  Social  Security  number,  Medicaid  number,  etc.,  should  be  made  before  any 
controlled  prescription  is  filled. 


Scam  of  the  Month  #28 

Seasonal  Back  Pain 

I 

Physicians" shoiilcTbe  alert  to  "professional  patients"  who  have  traveled  long 
distances  from  their  homes  and  who  are  adamant  in  their  request  for  a  specific 
medication  ("It's  the  only  thing  that  works  for  me.").  Such  requests  usually  are  for 
Demerol  instead  of  Darvocet  N-100,  or  Percodan  orTylox  instead  of  Tylenol  #3. 

Such  scams  seem  to  come  in  bunches,  involve  attempts  for  Demerol  or  Percodan 
and  include  problems  of  a  seasonal  nature  ("I  hurt  my  lower  back  cutting  firewood, 
shoveling  snow,  etc."). 


The  gang  found  operating  in  Missouri  all  lived  at  the  same  address  and  were 
Medicaid  recipients.  They  may  have  been  professional  wood  choppers  and  snow 
shovelers,  but  given  the  number  of  physicians  they  were  seeing  in  an  extensive 
geographic  area,  it  appears  doubtful  that  they  had  much  time  for  any  legitimate  work. 


***** 


Physicians  are  cautioned  to  be  alert  to  patients  who  are  unknown  to  them, 
demonstrate  behavior  associated  with  drug  abuse,  have  insufficient  identification,  or    * 
who  otherwise  behave  suspiciously.    A  request  for  positive  identification  and/or  a 
telephone  call  or  two  can  be  an  effective  deterrent. 


( 


Scam  of  the  Month  #31 

I  Need  Dilaudid  for  Pain"  Scam 


"i 


Physicians  should  be  alert  for  "professional  patients"  showing  up  in  wheelchairs 
missing  various  limbs,  usually  a  leg  or  an  arm  and  a  leg.  Recently,  several  patients 
began  seeing  general  practitioners  throughout  the  state  claiming  they  have  been 
involved  in  electrical  accidents,  in  hunting  accidents,  or  have  frostbitten  extremities. 

These  patients  will  show  the  doctor  a  prescription  container  from  another 
physician  (for  Dilaudid)  which  will  have  the  date  rubbed  off  of  the  label  or  missing.  The 
patient  will  not  have  any  medical  records  but  will  tell  the  doctor  where  to  write  for  them 
(a  fake  doctor's  name  and  address  or  a  hospital  where  there  are  no  records).  This  is  to 
buy  time  so  that  as  much  Dilaudid  as  possible  can  be  obtained  before  the  doctor 
begins  to  question  the  patient.  Of  course,  the  patient  will  have  other  drug  containers  for 
many  non-controlled  drugs  that  support  the.  perceived  diagnosis  but  these  prescriptions 
whH  never  be  filled. 

Doctors  often  issue  prescriptions  and  write  for  the  medical  records.  Before  the 
letter  is  returned  the  patient  will  return  telling  the  doctor  the  Dilaudid  was  lost,  stolen, 
dropped  down  the  toilet,  etc.  Finally  the  letter  will  be  returned  by  the  Postal  Service 
marked  "addressee  unknown"  or  "no  such  number." 

After  the  physician  issues  the  first  Dilaudid  prescription  he  or  she  will  note  an 
unusual  increase  in  the  number  of  new  patients  suffering  from  cancer  of  the  colon  and 
the  breast,  leukemia,  kidney  disease  and  stones,  etc.  These  patients  will  look  pathetic, 
have  surgical  scars  and  will  present  the  physician  the  opportunity  to  prescribe  Dilaudid. 
At  this  point  the  most  important  method  of  checking  to  see  if  these  conditions  are  real  is 
to  schedule  tests  immediately  before  any  prescriptions  are  written.  Invariably  the 
patient  will  not  show  up  for  scheduled  tests  even  if  the  patient  goes  so  far  as  allowing  a 
blood  sample  to  be  taken  at  the  office.  The  patient  will  use  various  excuses  as  to  why 
he  or  she  did  not  show  up,  but  they  may  return  requesting  more  Dilaudid. 

One  physician  who  noted  an  increase  in  the  number  of  unusual  patients  reported 
that  within  a  three  week  period  he  had  two  paraplegic  patients,  one  man  missing  one 
leg,  five  women  with  breast  cancer,  two  young  men  with  kidney  stones,  two  middle  aged 
men  with  colon  cancer  and  one  leukemia  patient.  They  all  wanted  Dilaudid  and  none 
kept  appointments  for  any  of  the  tests  required. 


***** 


Physicians  are  cautioned  to  be  alert  to  patients  who  are  unknown  to  them, 
demonstrate  behavior  associated  with  drug  abuse,  have  insufficient  identification,  or 
who  otherwise  behave  suspiciously.  A  request  for  positive  identification  and/or  a 
telephone  call  or  two  can  be  an  effective  deterrent. 


Scam  of  the  Month  #32 

Future  Shock  Scams 

While  the  tvlissourhTask  Force  cannot  cite  specific  cases,  there  have  been 
questions  raised  about  the  possibilities  (and  in  some  instances  actual  suspicion)  of  a 
con  artist  tampering  with  telephone  lines  and  computer  networks.  Dade  County, 
Flordia,  law  enforcement  officials,  as  well  as  others,  have  reported  the  possibility  of  new 
twists  to  the  con  artist's  game. 

Computer  Networks:  Questions  have  been  asked  about  the  feasibility  of 
fraudulent  entries  into  computer  networks,  especially  those  linking  a  group  of 
pharmacies.  The  fear  is  that  phantom  patients,  fake  information  and  false  prescriptions 
could  be  added  to  data  banks.  In  such  cases,  it  would  be  relatively  easy  for  con  artists 
to  improperly  acquire  whatever  drug  desired. 

Telephone  Networks:  A  second,  future  shock  concern  is  the  possibility  of  a 
con  artist  gang  tying  into  the  telephone  system  of  a  medical  center  or  physician's 
building.  Given  the  ability  to  monitor  incoming  calls,  con  artists  would  be  able  to  know 
which  pharmacists  were  and  which  were  not,  calling  physicians  to  verify  forged 
prescriptions.  Such  information  would  be  an  important  protection  to  large  scale  con 
artist  operations. 


***** 


Computer  and  telephone  security  is  always  a  vital  safeguard.  Should  physicians 
or  pharmacists  have  reason  to  suspect  either  of  these  future  shock  scams,  authorities 
should  be  notified  immediately. 


Scam  of  the  Month  #33  and  #34 

The  following  two  scam*  were  provided  by  the  Education  Committee  of  the 
Colorado  Prescription  Drug  Abuse  Task  Force.  These  reports  are  a  part  of  their  "Script 
Scam"  awareness  effort  ~ 

Script  Scam  No.  1 


Did  you  know  that  one  Percodan  tablet  sells  for  $2  -  $5  on  the  street?  The  retail 
pharmacy  price  is  about  25  cents.  Percodan  is  well-liked  by  many  narcotic  abusers  and 
is  even  injected  intravenously  by  some.  Most  "doctor-shoppers"  say  it  is  fairly  easy  to 
obtain  from  doctors,  especially  if  you  say  you  are  allergic  to  Codeine  and  Darvon. 

One  man  now  in  treatment  told  about  the  time  he  was  lucky  enough  to  have  a 
distal  radius  fracture;  he  went  to  the  emergency  room,  was  X-rayed,  had  a  cast  put  on, 
and  was  given  a  Percodan  script.  He  went  home,  sawed  off  the  cast,  and  then  visited 
five  more  emergency  rooms  in  the  same  fashion.  Upon  hearing  this  story,  another 
patient  shrugged,  unimpressed.  "So  what,"  he  said,  "I  just  go  to  a  surgical  supply  store 
and  buy  the  stuff  for  casts,  and  I  can  use  it  any  time  I  want." 


Script  Scam  No.  2 

A  rather  complex  scheme  has  been  reported  recently  by  narcotics  agents 
involving  illicit  Valium  prescriptions.  Valium  is  abused  by  many  addicted  individuals, 
often  taken  in  conjunction  with  alcohol  or  other  sedatives  or  to  cope  with  heroin  or 
cocaine  withdrawal.  A  10  mg  Valium  sells  for  $2-$10  on  the  street. 

The  person  calls  a  pharmacy,  identifying  himself  as  a  physician,  and  orders  #100 
ten  mg  Valiums  for  Patient  X.  He  then  waits  about  an  hour  and,  before  taking  the  risk  of 
picking  up  the  prescription,  he  calls  the  physician  whose  name  he  used,  pretending  to 
be  a  pharmacist  from  a  different  pharmacy.  He  asks  the  physician  if  any  pharmacies 
have  called  to  check  on  Valium  prescriptions  for  Patient  X,  as  there  has  been  some 
trouble  with  phony  scripts.  If  the  physician  says  no,  then  he  knows  it  is  safe  to  pick  up 
the  script;  if  the  physician  says  yes,  he  knows  to  start  his  scam  over  in  another 
pharmacy  and  with  another  physician's  name. 


Scam  of  the  Month  #35 

Recruited  Retiree  Scam 

! 

Reports  from  Florida  authorities  describe  the  operation  of  a  highly  organized  ring 
of  Dilaudid  con  artists.  The  ring  recruits  elderly  retirees,  some  in  their  70s.  As  many  as 
50  people  may  be  involved  at  any  given  time.  The  retirees  are  not  drug  abusers,  they 
simply  agree  to  cooperate  as  a  means  of  supplementing  their  income  (as  much  as  $100 
is  earned  each  time  a  phony  Dilaudid  prescription  is  gained). 

The  recruit  first  visits  a  doctor  and  requests  a  prescription  for  Dilaudid  and 
anti-nausea  drugs.  Of  course,  the  prescription  bears  the  doctor's  name,  address  and 
DEA  identification  number.  With  this  information,  bogus  prescription  blanks  are  printed. 
Armed  with  the  forged  prescription,  the  elderly  retirees  are  driven  to  pharmacies  by  a 
ring  member  who  then  serves  as  lookout.  If  the  pharmacist  calls  the  telephone  number 
provided  on  the  phony  prescription,  the  call  actually  goes  to  a  public  phone  booth 
where  another  ring  member  approves  the  prescription. 


***** 


Pharmacists  are  warned  to  be  suspicious  of  prescriptions  or  patients  which  are 
potentially  fraudulent.  It  is  a  good  policy  to  refer  to  the  telephone  book  to  double-check 
physician's  telephone  numbers  listed  on  prescriptions.  Of  course,  all  Dilaudid 
prescriptions  should  be  verified  with  prescriber. 


ATTACHMENT  H 


MEDICAL  RESPONSES  TO  THE  DRUG-ABUSING  PATIENT 


The  prevalence  of  drug  abuse  among  general  medical  patients  in  the 
United  States  has  received  little  attention,  although  epidemiological 
data  at  least  suggest  the  dimensions  of  the  problem.   For  example, 
Tennant  et  al  (1979)  report  that  when  150  consecutive,  first-visit, 
general  medical  patients  were  screened  for  drug  and  alcohol  abuse  by 
questionnaire,  personal  inquiry  and  physical  examination,  11.3%  were 
found  to  be  engaged  in  current  abuse  of  psychoactive  drugs  (excluding 
alcohol).   This  figure  exceeds  the  proportion  of  disease  usually 
detected  by  more  common  screening  techniques  such  as  chest  x-ray, 
tuberculin  skin  test,  occult  blood,  urine  culture,  blood  glucose  and 
Pap  smear.   Yet  many  physicians  do  not  routinely  screen  their  patients 
for  substance  abuse  problems,  and  some  even  seem  reluctant  to  diagnose 
drug  dependence  until  presented  with  irrefutable  evidence  in  the  form 
of  an  acute  toxic  drug  reaction  or  withdrawal  syndrome. 

However,  the  widespread  use  of  illicit  drugs,  coupled  with  the 
frequency  with  which  patients  misuse  prescription  drugs,  makes  it 
increasingly  likely  that  primary  care  physicians  will  encounter  a 
variety  of  drug-related  problems  among  their  patients.  Therefore, 
every  physician  confronts  the  problem  of  identifying  drug-abusing 
patients  and  trying  to  achieve  some  form  of  treatment  or  referral. 

Screening  for  Drug  Abuse  in  a  General  Patient  Population 

Such  identification  often  requires  a  certain  amount  of  guesswork.  The 
physician's  suspicions  may  be  aroused  by  requests  for  frequent 
prescription  refills,  excuses  involving  lost  prescriptions,  requests 
for  more  powerful  drugs  or  frequently  missed  office  appointments. 
Certain  symptom  complexes  (such  as  nervousness,  insomnia,  chronic 
headache,  backache  or  abdominal  pain)  also  are  frequently  associated 
with  drug  dependence.  A  careful  history  and  interview  may  elicit  a 
voluntary  admission  that  the  patient  is  abusing  psychoactive  drugs. 
Or  the  physician  may  be  approached  by  parents  who  know  or  suspect  that 
their  children  are  using  drugs,  or  by  adolescents  seeking  information 
and/or  guidance. 

Regardless  of  how  the  suggestion  of  drug  abuse  is  raised,  it  is 
essential  that  physicians  be  aware  of  the  various  indicators  of  drug 
abuse  in  a  patient's  history,  physical  examination  and  laboratory 

results,  so  that  an  appropriate  diagnosis  can  be  made. 


SOURCE:   Adapted  from  Wilford,  B.B.  Drug  Abuse:   A  Guide  for  the 
Primary  Care  Physician  (.jerican  Medical  Association,  Chicago,  111 
1981). 


SUBSTANCE  ABUSE  HISTORY:   A  substance  abuse  history  is  taken  for 
three  reasons:   to  acquire  relevant  data,  to  initiate  the  process  of 
diagnosis,  and  to  begin  to  establish  a  relationship  of  trust  between 
the  physician  and  the  patient. 

The  history  taken  for  a  substance  abuse  patient  differs  little  from 
that  used  for  the  general  medical  patient.   Chief  complaint,  present 
illness,  past  history,  review  of  symptoms,  family  history,  and  overall 
history  all  should  be  covered.   However,  for  substance  abuse  patients, 
certain  areas  need  particular  emphasis  and  additional  attention. 

Specifically,  the  physician  should  focus  close  attention  and  spend 
additional  time  on  the  review  of  symptoms,  incorporating  questions 
aimed  at  the  known  effects  of  a  number  of  substances  subject  to  abuse 
(not  only  the  single  substance  with  the  highest  index  of  suspicion). 
The  review  of  systems  should  attempt  to  uncover  signs  and  symptoms 
that  may  indicate  substance  abuse  in  its  early  stages. 

Knowing  what  questions  to  ask  in  securing  a  history  from  patients  is  a 
cognitive  skill,  while  securing  the  desired  information  is  more  of  an 
affective  skill.   Affective  skills  in  the  taking  of  a  history  are 
perhaps  more  important  in  substance  abuse  than  in  any  other  area  of 
medicine.   Patients  bring  with  them  a  host  of  feelings  such  as 
anxiety,  suspicion,  guilt,  and  hostility,  of  which  the  sensitive 
physician  must  be  acutely  aware.   Certainly,  objectivity,  empathy,  and 
avoiding  moralistic  attitudes  are  required,  if  a  trusting  relationship 
is  to  be  forged.   The  maxim  that  physicians  make  clinical,  not  moral, 
judgments  is  particularly  appropriate  to  the  care  of  these  patients. 

Before  asking  direct  questions  about  drug  and  alcohol  abuse,  the 
physician  might  first  inquire  about  the  frequency  with  which  coffee 
and  cigarettes  are  used,  then  about  the  use  of  any  prescription  drugs 
(including  sedative/hypnotics,  tranquilizers,  antidepressants,  etc), 
then  about  the  use  of  wine,  beer  and  liquor,  and  finally  about  the  use 
of  illegally  obtained  drugs.  Inquiring  about  which  drugs  are  used, 
why  they  are  used  and  the  effects  achieved  often  yields  useful 
information. 

Many  physicians  ask  every  patient  to  complete  a  brief  medical  history 
form  at  the  time  of  the  Initial  visit.  This  form  can  be  expanded  to 
Include  questions  specifically  designed  to  elicit  information  about 
drug  and  alcohol  abuse.  In  their  study  of  150  general  medical 
patients,  Tennant  et  al  (1979)  found  that  82%  of  the  patients  who 
abused  psychoactive  drugs  either  checked  "drug  abuse"  as  a  problem  on 
the  history  form  or  entered  the  names  of  the  psychoactive  drugs  they 
used.  The  pertinent  section  of  the  form  used  in  that  study  is 
reproduced  below. 


Questionnaire  Section  of  Medical  History  Form  Used  to 
Screen  for  Drug  and  Alcohol  Abuse 


Check  All  Conditions  or  Habits  That  You  Currently  Experience: 


Alcohol  Problem 

Allergy 

Arthritis 

Asthma 

Bronchitis 

Cancer 

Cavities 

Cirrhosis 

Constipation 

Cough 

Depression 

Diabetes 

Diarrhea 

Difficulty  Breathing 

Dizziness 

Drug  Abuse 

Emphysema 

Eye  Problem 

Fainting 

Fever 

Headache 

Hearing  Loss 


Heart  Ailment 

Hemorrhoids 

Hepatitis 

Hernia 

High  Blood  Pressure 

Itching 

Kidney  Infection 

Loss  of  Appetite 

Loss  of  Sex  Drive 

Nervousness 

Overweight 

Rash 

Seizures 

Sleeplessness 

Smoke  Cigarettes 

Stomach  Pain 

Suicide  Thoughts 

Tremor 

Tuberculosis 

Ulcer 

Venereal  Disease 


List  by  Name  Any  Medications  or  Drugs  You  Now  Take: 


SOURCE:   Tennant,  F.S.  Jr.,  Day,  CM.  and  Ungerleider,  J.T. 
Screening  for  drug  and  alcohol  abuse  in  a  general  medical  population 
JAMA  2A2(6):533  (August  10,  1979). 


The  history  of  drug  and  alcohol  use  is  especially  important  when  the 
physician  is  dealing  with  a  patient  who  tries  to  manipulate  him  to 
obtain  drugs.   Such  a  patient  often  will  invent  or  exaggerate  a 
medical  problem  (and  even  simulate  its  symptoms)  in  an  effort  to 
persuade  the  physician  of  the  need  for  chemical  relief. 

On  the  other  hand,  a  patient  who  is  abusing  drugs  may  be  unaware  that 
he  has  a  problem.  The  chronic  user  of  amphetamines, 
sedative/hypnotics,  anxiolytics  or  analgesics  may  have  developed 
considerable  tolerance  to  the  effects  of  those  substances — and,  in 
fact,  be  physically  or  psychologically  dependent  on  them — but  be  aware 
only  that  he  does  not  feel  well  when  his  use  of  the  drug  is 
interrupted. 

In  reviewing  the  patient's  history  of  drug  and  alcohol  use,  the 
physician  should  remember  that  persdns  who  have  had  an  alcohol  abuse 
problem  in  the  past  are  at  greater  risk  of  developing  dependence  on 
drugs  than  those  who  have  had  no  problems  with  chemical  dependence. 
The  converse  also  is  true:   persons  who  have  been  drug  abusers  in  the 
past  are  at  a  greater  than  average  risk  of  developing  dependence  on 
alcohol  or  another  drug. 

The  physician  may  suspect  past  or  current  drug  abuse  if  certain 
physical  problems  appear  repeatedly  or  in  combination.  These 
conditions  include: 

•  A  history  of  trauma  (including  burns  and  broken  bones)  at  a  greater 

frequency  than  would  normally  be  expected,  given  the  patient's 
occupation  and  activities. 

•  Bizarre  infections,  including  malaria  and  tetanus  (70%  of  the 
tetanus  cases  in  the  United  States  are  related  to  drug  abuse) 

•  Hepatitis 

•  Subacute  bacterial  endocarditis  or  fungal  infection  of  the  heart 
valves 

•  Seizures,  especially  those  that  first  appear  between  the  ages  of  10 

and  30 

•  Pulmonary  problems  (cigarette  smoking  may  merely  mask  the 
irritating  effects  of  Persian  heroin  or  cocaine  freebase) 

•  General  debilitation. 

SOCIAL  HISTORY:  Assessments  of  social  functioning  provide  essential 
information  about  the  severity  of  the  present  illness  and  an  important 
baseline  for  evaluating  treatment  outcome.  Thus,  the  patient  history 
should  include  information  about  educational  background,  employment 
history,  family  life  and  social  activities. 


Items  in  the  social  history  suggestive  of  drug  (or  alcohol)  abuse 
would  include  repeated  automobile  accidents  and/or  drunk  driving 
arrests,  difficulty  with  employment,  child  abuse  or  other  severe 
family  problems. 

PSYCHOLOGICAL  HISTORY:   Drug  abuse  often  is  associated  with 
psychiatric  problems.  Although  the  non-psychiatrist  physician  need 
not  make  a  precise  diagnosis  of  mental  illness,  he  or  she  should  be 
able  to  ascertain  whether  psychiatric  problems  exist.   Interview 
questions  should  probe  for  mood  disturbances,  suicidal  thoughts,  lack 
of  impulse  control,  thought  disorders  and  sexual  dysfunction. 

In  conducting  an  interview  with  a  suspected  drug  abuser,  the  physician 
should  be  aware  that  the  patient  may  be  giving  false  information. 
This  is  typical  of  the  "conning"  behavior  so  important  to  survival  in 
the  drug  culture.  To  overcome  this  problem,  the  physician  should 
attempt  to  verify  key  information  by  asking  the  same  question  several 
times  in  different  ways  during  the  interview.   Verification  by  outside 
sources  (always  respecting  the  patient's  privacy)  also  may  be 
necessary. 

CURRENT  BEHAVIOR:  The  patient's  behavior  during  the  interview  may 
lead  the  physician  to  suspect  drug  abuse.   Patients  whose  behavior  is 
manipulative,  seductive,  evasive  or  otherwise  suspicious,  or  who  try 
to  direct  the  interview,  may  be  attempting  to  conceal  a  drug  problem 
or  to  obtain  drugs  from  the  physician. 

THE  PHYSICAL  EXAMINATION:   Competency  in  physical  examination  is 
particularly  important  in  cases  of  substance  abuse,  where  many 
specific  signs  must  be  recognized  by  the  physician.   During  the 
physical  examination,  the  physician  should  be  aware  of  some  of  the 
more  common  signs  and  symptoms  of  drug  abuse.   For  example, 
debilitation  that  does  not  arise  from  the  medical  problems  the  patient 
overtly  presents  should  raise  the  suspicion  of  substance  abuse.  So 
should  any  physical  findings  that  are  seriously  out  of  proportion  to 
the  patient's  complaints.  Other  suggestive  findings  include  unsteady 
gait,  slurred  speech,  inappropriate  pupil  dilation,  nystagmus, 
unexplained  sweating  or  chills,  and  inappropriate  lapses  in 
conversation. 

A  myriad  of  diseases  commonly  exist  in  substance  abuse  patients  that 
are  less  common  in  other  patients  and  require  special  knowledge  of  the 
problems  and  their  diagnosis  to  properly  treat  the  patient.  The 
problems  of  severe,  specific  malnutrition  such  as  survy  or  pellagra, 
and  zinc,  magnesium,  or  phosphorus  deficiency,  produce  many  changes  in 
the  skin  and  brain.  Impaired  mental  processes  (Wernicke-Korsakoff 
Syndrome)  or  immunosuppression  represent  much  more  severe  problems. 

The  physician  also  should  be  alert  to  the  cutaneous  signs  of  drug 
abuse,  which  can  be  readily  divided  into  direct  and  indirect  sequelae. 


Direct  Sequelae  of  drug  abuse  include: 

•  Skin  tracks  and  related  scars  on  the  neck,  axilla,  forearm,  wrist, 
hand,  foot,  ankle,  under  the  tongue,  and  on  the  dorsal  vein  of  the 
penis.   Such  marks  usually  are  multiple,  hyperpigmented  and 
linear.   New  lesions  may  be  inflamed. 

•  Needle  puncture  marks  located  over  veins 

•  "Pop"  scars  from  subcutaneous  injections  on  the  arm  (especially  in 
the  deltoid  or  gluteal  areas),  abdomen,  thigh  and  shoulder.  These 
scars  are  permanently  circumscribed  depressions  in  the  skin  similar 
to  pock  marks. 

•  Abscesses,  infections  or  ulcerations  on  the  arm,  thigh,  shoulder, 
abdomen,  chest,  hand  or  finger.   These  may  be  infective  or  chemical 
reactions  to  injections. 

•  Gangrene  of  the  skin  (sphaceloderma) 

•  Edema  of  the  hand  or  irreducible  finger  flexion  (camptodactylia) , 
which  occurs  when  drugs  are  injected  into  veins  of  the  finger  or 
hand 

•  Thrombophlebitis  at  possible  injection  sites 

•  Accidental  tattoos  at  possible  injection  sites,  resulting  from 
carbon  produced  by  flaming  needles  in  an  attempt  to  sterilize  them. 

•  Toxic  dermatitis  at  possible  injection  sites,  which  may  be  "fixed 
drug  eruption" 

•  Purpura,  urticaria  or  pruritis,  which  sometimes  represent  allergic 
reactions 

•  Ulceration  or  perforation  of  the  nasal  septum  can  result  when 
inhaled  heroin  or  cocaine  irritates  or  infects  the  nasal  mucosa. 


Indirect  Sequelae  of  drug  abuse  include: 

•  Acne  excoriee  or  self-induced  excoriations  from  itching 

•  Tattoos  of  figures,  characters  or  words  related  to  drug  abuse, 
possibly  placed  to  disguise  skin  tracks. 

•  Tourniquet  pigmentation,  which  is  a  poorly  defined  linear  mark  that 
appears  above  the  antecubital  space  from  the  repeated  use  of 
tourniquets  for  intravenous  injections 

•  Contact  dermatitis  at  possible  injection  sites  or  around  the  nose, 
mouth  and  hands  (in  those  who  inhale  volatile  substances,  this  is 
called  "glue  sniffer's  rash") 


I 
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Confrontation  and  Counseling 

Once  drug  dependence  has  been  diagnosed,  direct  confrontation  of  the 
patient  is  imperative.   In  this  situation,  the  physician  should  avoid 
showing  antagonism  or  a  judmental  attitude.   Interest  and  a 
non-threatening  concern  are  the  keys  to  helping  the  patient 
acknowledge  his  problem. 

A  variety  of  confrontation  approaches  may  be  used: 

•  Address  the  problem  directly  ("Mrs.  Smith,  I  am  concerned  that 
the  sleeping  pills  you  are  taking  aren't  working  anymore,  and  I 
think  we  should  talk  about  helping  you  stop"  or  "Mr.  Jones,  my 
records  show  that  you've  been  calling  in  early  for  refill 
prescriptions,  and  it's  important  for  me  to  know  why"). 

•  Begin  by  discussing  some  of  the  patient's  known  problem  areas  — 
family,  career,  health,  etc  —  and  then  present  a  concern  that 
drug  use  may  be  playing  a  part  in  those  problems.   ("Mrs.  Brown, 
the  number  of  tranquilizers  you've  been  taking  may  be  one  reason 
you  have  so  little  energy"  or  "Miss  Black,  recent  scientific 
studies  show  that  regular  use  of  marijuana  can  change  the 
pattern  of  menstrual  cycles"). 

•  Ask  the  patient  if  he  believes  he  has  a  problem  with  a  drug. 
(Mr.  Adams,  hov»  do  you  feel  about  using  pain  medications  so  long 
after  your  broken  leg  has  healed?"). 

When  confronted  gently  but  directly,  some  patients  will  express  relief 
that  the  topic  has  been  approached.  Others  will  vehemently  deny  that 
they  have  a  problem.   Such  denial  often  arises  out  of  the  social 
stigma  attached  to  the  "addict"  stereotype.   Especially  in  the  case  of 
prescription  drug  abuse,  the  patient  may  view  his  use  of  drugs  as 
legitimate  and  thus  Incongruous  with  addiction,  which  by  social 
definition  is  not  legitimate.   Families  and  even  physicians  sometimes 
reinforce  the  patient's  denial  for  the  same  reason:   the  patient 
obviously  Is  not  a  criminal  and  is,  or  was,  medically  ill. 

Still  other  patients  will  admit  to  use  of  drugs,  but  fail  to  recognize 
that  such  use  is  responsible  for,  or  is  exacerbating,  their  medical 
problems.   These  patients  need  help  in  understanding  the  relationship 
between  abuse  of  drugs  and  their  deteriorating  health. 

Overcoming  denial  requires  firmness  and  persistence  on  the  part  of  the 
physician.   In  the  course  of  one  or  more  confrontation  sessions,  the 
physician  should  explain  the  problems  associated  with  drug  dependence 
(including  any  relevant  special  considerations,  such  as  the 
potentiating  effect  of  alcohol  in  combination  with  certain  drugs)  and 
indicate  a  willingness  to  continue  the  dialog. 

Some  physicians  avoid  confronting  patients  about  drug  problems  because 
they  fear  those  patients  may  withdraw  completely  from  medical  care 


• 


Piloerection  (gooseflesh)  on  the  trunk  and  arms  (a  common  sign  of 
withdrawal) 


•  Jaundice  as  a  sign  of  hepatitis  from  contaminated  equipment 

•  Wrist  scars  resulting  from  suicide  attempts,  which  are  relatively 
frequent  among  substance  abusers. 

USEFUL  DIAGNOSTIC  TESTS:   Building  on  the  information  gained  in  the 
history  and  physical  examination,  the  physician  must  decide  which 
laboratory  tests  to  select  to  enhance  diagnosis  and  treatment  planning 
of  both  acute  and  chronic  cases  of  substance  abuse.   Such  tests  are 
used  not  only  to  detect  substances  of  abuse  and  their  metabolites,  but 
also  to  assess  the  biochemical  effects  of  complications.  Test 
selection  also  is  influenced  by  the  current  medical  situation  and 
condition  of  the  patient.   For  example,  monitoring  of  a  treatment 
regimen  will  require  different  tests  than  would  making  a  diagnosis  of 
acute  drug  toxicity  in  an  emergency  situation. 

The  key  issues  in  use  of  laboratory  tests  are  selection  and 
interpretation  of  tests  and  their  results.  A  primary  consideration  in 
interpretation  of  tests  is  the  specificity  and  sensitivity  of  the 
tests  selected,  and  the  circumstances  under  which  test  results  can  be 
considered  valid.   For  example,  in  most  situations,  determination  of 
degree  of  drug  abuse  related  to  overdose  or  toxicity  can  be 
accomplished  only  through  blood  tests.  Urine  tests  cannot  provide  the 
data  for  such  a  determination  unless  a  24-hour  urine  sample  is 
collected.   Under  emergency  conditions  Involving  acute  toxicity,  the 
latter  test  option  would  not  be  appropriate. 

The  diagnostic  studies  most  often  employed  to  detect  drug  use  are 
toxicologic  screens  of  the  urine  (to  determine  if  a  drug  has  been 
ingested)  and  the  blood  (to  determine  how  much  of  a  substance  is 
present) . 

Establishing  a  Diagnosis 

Diagnostic  decisions  are  based  on  the  data  derived  from  the  history, 
physical  examination,  and  appropriate  laboratory  tests.  The  effective 
synthesis  of  information  from  these  three  sources  of  data  and  the 
application  of  clinical  judgment  in  interpreting  the  findings 
culminates  in  a  series  of  working  diagnoses  that  guide  plans  for 
treatment  and  follow-up  of  the  substance  abuse  patient. 

Differential  diagnosis,  an  essential  feature  in  all  medical  practice, 
Is  particularly  important  in  cases  of  substance  abuse.  The  substance 
abuse  patient  may  have  mixed  alcohol  and  drug  or  multiple  drug  abuse 
problems;  a  psychiatric  disorder  secondary  to  substance  abuse;  a 
primary  psychiatric  problem  evidenced  through  self-medication  and 
subsequent  drug  abuse;  and/or  any  of  a  number  of  medical  sequellae  not 
easily  identifiable  as  having  substance  abuse  as  an  etiological  factor. 


STAGING  THE  ILLNESS:   Like  all  progressive  chronic  illnesses,  the 
chemical  dependencies  can  be  arbitrarily  sorted  into  groups  by  stage 
of  the  illness.   Such  a  grouping  has  prognostic  and  treatment  planning 
implications.   (Earlier  cases  usually  have  less  resource  loss — hence 
less  grief  and  more  support — than  late  cases.  The  recovery  rate  of 
very  late  stage  cases  is  quite  low  in  contrast  to  earlier  cases.)   By 
learning  to  identify  stages,  the  physician  will  have  standards  for 
diagnosis  for  each  stage.  A  suggested  scheme  is  shown  below. 


Stages  of  Chemical  Dependence 


STAGE 


DESCRIPTION 


Abstinence 


Non-problem  use 


Person  has  not  begun  to  use  drug,  but 
attitudes  are  developing 

No  negative  consequences  of  use 


High-risk  use 


Problem  use  (or  abuse) 


Chemical  dependence: 
Early  stage 


Use  is  frequent,  heavy,  or  usage 
patterns  are  dangerous 

First  negative  consequences  arise  from 
usage  patterns 

Reversible,  less  serious  negative 
consequences  or  threats  do  not 
motivate  corrective  adjustment  of 
usage  patterns 


Chemical  dependence: 
Middle  stage 

Chemical  dependence: 
Late  stage 


Irreversible  negative  consequences  of 
use  do  not  motivate  significant 
corrective  adjustment  of  usage  patterns 

Multiple,  serious  irreversible  negative 
consequences  have  failed  to  motivate 
corrective  adjustment  of  usage 
patterns. 


SOURCE:   Liepman,  MR.   Finding  Substance  Abusers,  in  Liepman,  MR,  et 
al  (eds.)   Family  Medicine  Curriculum  Guide  to  Substance  Abuse 
(Society  for  Teachers  of  Family  Medicine,  Kansas  City,  Mo.,  1984). 


or  seek  out  a  less  observant  or  more  compliant  source  of  care. 

Physicians  experienced  in  the  field,  however,  maintain  that  this 
reaction  is  largely  confined  to  situations  in  which  the  physician's 
approach  is  incorrect  or  misconstrued,  or  where  the  patient  is  intent 
on  continuing  the  abuse  and  wants  to  avoid  treatment  for  it. 

Initiating  Treatment 

Assuming  that  the  confrontation  leads  the  patient  to  acknowledge  his 
problem,  he  may  ask  the  physician  for  guidance  in  the  next  step.   For 
most  patients,  including  those  with  an  element  of  physical  dependence, 
the  principal  therapeutic  challenge  is  to  reduce  the  psychological 
dependence  on  drugs,  identify  the  causes  and  consequences  of  that 
dependence,  and  design  a  treatment  plan  that  deals  with  each  of  these 
areas.   Since  the  causes  and  consequences  of  drug  dependence  are 
multiple  and  complex,  the  therapeutic  strategies  also  are  multiple  and 
must  be  tailored  to  meet  each  patient's  needs. 

Few  primary  care  physicians  have  the  time  or  expertise  required  to 
personally  conduct  the  full  range  of  support  services  that  may  be 
required.   Psychiatric  care  or  referral  to  a  specialized  drug 
treatment  program  may  be  required.  However,  the  various  treatment 
modalities  may  be  coordinated  by  the  family  physician,  who  thus 
maintains  a' continuing  supportive  relationship  with  the  patient. 

The  essential  point  for  the  physician  to  remember  in  counseling  the 
patient  is  that  drug  dependence  can  be  a  chronic  problem.   Long-term 
management  may  require  behavioral  changes  such  as  avoiding  certain 
psychoactive  drugs  or  situations  that  stimulate  drug-using  behavior, 
substituting  certain  other  drugs  or  altering  the  patient's  lifestyle. 
As  with  any  chronic  disease,  relapses  and  exacerbations  will  occur. 
Such  recurrences  of  drug  abuse  should  be  regarded  as  part  of  the 
disease  process,  rather  than  as  a  treatment  failure. 

Referring  a  Patient  for  Care 

The  physician  who  does  not  feel  comfortable  in  the  role  of  therapist 
to  a  drug-abusing  patient,  or  who  detects  physical  or  psychological 
problems  that  require  higher-level  intervention  (such  as  methadone 
maintenance  or  long-term  psychotherapy)  will  want  to  refer  the  patient 
to  an  appropriate  source  of  care. 

To  locate  possible  sources  for  referral,  the  physician  may  consult 
peers,  school  guidance  departments,  mental  health  clinics,  community 
health  centers,  hospitals,  state  and  local  medical  societies,  and 
single  state  agencies.  An  excellent  source  of  information  on 
treatment  resources  is  the  National  Directory  of  Drug  Abuse  and 
Alcoholism  Treatment  Programs,*  which  lists  approximately  9,100 
government  and  private  agencies  throughout  the  United  States  that 
provide  such  services. 


*Available  from  the  Clearinghouse  of  the  National  Institute  on  Drug 
Abuse,  5600  Fishers  Lane,  Rockville,  MD  20857. 


State  agencies  that  have  information  on  treatment  resources  in  their 
jurisdictions  are  listed  in  Appendix  D. 

The  American  Medical  Association  has  urged  its  members  to  become 
acquainted  with  local  drug  abuse  programs  so  that  they  can  properly 
refer  patients  when  such  assistance  is  required. 

When  a  referral  is  made,  several  items  of  information  should  be  given 
to  the  patient: 

*  The  name,  address  and  telephone  number  of  the  referred  agency 

*  The  agency's  hours  of  operation 

*  Cost  of  services  and  possible  sources  of  financial  assistance 

*  Range  of  services  available 

*  Eligibility  requirements 
Preparations  for  the  first  visit  (fasting,  urine  specimen,  etc). 


* 


In  some  cases,  the  physician  may  wish  to  suggest  more  than  one 
referral  possibility,  but  should  not  confuse  the  patient  by  offering 
too  many  choices. 

With  the  patient's  approval,  the  physician  may  initiate  contact  with 
the  agency.  This  step  can  ease  the  patient's  apprehension  and 
facilitate  completion  of  the  referral. 

If  the  patient  accepts  the  referral,  the  physician  may  offer  to  remain 
available  for  consultation  about  general  medical  care.   By  doing  so, 
he  indicates  a  continuing  interest  in  the  patient's  well-being  and 
also  facilitates  evaluation  of  treatment  effectiveness. 

If  the  patient  refuses  the  referral,  the  physician  may  arrange  to  see 
the  patient  weekly  for  four  to  six  weeks.  At  the  end  of  that  time, 
the  physician  should  insist  even  more  firmly  that  a  referral  is 
necessary.  At  this  point,  the  patient's  refusal  indicates  a  lack  of 
commitment  to  treatment,  and  his  motives  for  seeking  assistance  should 
be  reassessed.  If  it  appears  that  the  patient  merely  wishes  help  with 
medical  problems  while  continuing  his  drug  use,  the  physician  may 
continue  to  treat  him  on  this  basis,  using  treatment  visits  as  an 
opportunity  to  educate  the  patient  about  the  probable  health 
consequences  of  continued  drug  abuse. 

Providing  Long-Term  Follow-up 

Long-term  care  is  an  important  element  of  the  treatment  process 
because  it  helps  recovering  drug  abusers  make  use  of  newly  acquired 
coping  skills  in  adapting  to  life  in  the  community.  Whether  the 
patient  has  been  treated  by  a  primary  care  physician  or  enrolled  in  an 
inpatient  or  outpatient  treatment  program,  efforts  to  change  his 
perceptions  and  behaviors  will  have  been  strongly  tied  to  the 
treatment  milieu.  Community  resources  that  support  the  patient's 
changed  lifestyle  must  be  found  to  sustain  these  treatment-induced 
changes  outside  the  treatment  locale.  There  is  little  reason  to 


assume  that  the  patient  will  make  the  transition  to  stable  employee, 
responsible  family  member  or  attentive  student  either  rapidly  or  with 
ease.  It  is  in  this  area  of  continued  support  that  aftercare  efforts 
may  be  not  only  useful,  but  essential. 

Aftercare  also  can  serve  as  a  first  line  of  defense  against  relapse  to 
drug  use.   A  physician's  continuing  interest  in  his  patient's 
activities  in  the  community  and  continuing  support  for  prosocial 
activities  after  discharge  from  treatment  can  help  that  patient  remain 
drug-free. 

The  primary  care  physiciaD  is  in  an  excellent  position  to  contribute 
to  aftercare  of  the  recovering  drug  abuser,  whether  he  conducted  the 
treatment  himself  or  referred  the  patient  to  a  treatment  program.   In 
the  course  of  routine  office  visits,  the  physician  can  express 
continuing  support  of  the  patient's  efforts  toward  recovery  and  be 
alert  for  early  signs  of  any  relapse  to  drug  abuse. 

Long-term  efforts  to  treat  drug  abusers  have  too  often  been  viewed  as 

an  "all  or  none"  proposition:   either  the  treatment  is  "successful" 
and  clients  remain  permanently  abstinent,  or  clients  return  to  drug 

abuse,  and  therapy  is  deemed  a  failure  (Newman,  1979). 

This  simplistic  dichotomy  ignores  the  fact  that  drug  dependence 
represents  a  chronic,  relapsing  condition  similar  tc  epilepsy,  for 
which  the  reasonable  and  attainable  objective  is  to  control  or  reduce 
the  frequency  of  seizures,  rather  than  to  eliminate  the  disease  itself. 

The  therapeutic  techniques  necessary  to  treat  a  drug  abuser  involve 
much  more  than  simply  treating  the  drug  dependence  as  a  medical 
problem.  A  reasonably  accurate  assessment  of  the  patient's 
rationality,  along  with  the  use  of  appropriate  therapeutic  measures 
(including  psychotherapy  and  pharmacotherapy)  should  b^  included  in 
the  overall  treatment  plan  that  is  developed  for  each  patient.   The 
population  of  drug  abusers  is  a  heterogeneous  one,  and  more  than  one 
treatment  approach  may  be  needed.   Treatment  oi  drug  abusers,  like 
treatment  oi  other  patients  who  suffer  from  chronic  conditions, 
requires  that  the  physician  make  a  long-term  commitment  to  provide 
psychological  support  and  medical  care. 


ATTACHMENT  I 


MASSACHUSETTS  GENERAL  HOSPITAL  —  HARVARD  MEDICAL  SCHOOL 

CANCER  PAIN  CENTER 

tf*JMchuMtu  General   Hospital 

Cox   1 

9*«on.  MaiMochutetu  02114 

(617)  726-8659 


General  Guidelines  for  Use  of  Narcotic  Analgesics  in  Chronic  Pain 

Narcotic  analgesics  remain  the  most  effective  drugs  for  the 
management  of  moderate  to  severe  pain.  The  medications  are  gen- 
erally well-tolerated,  with  relatively  few  side  effects.  Probably 
all  patients  treated  with  narcotics  will  develop  tolerance  and 
physical  dependance  to  these  medications;  this  rarely  presents  a 
problem  for  patients  receiving  such  drugs  for  the  management  of 
legitimate  pain.  However,  in  a  small  number  of  individuals  prone 
to  drug  abuse,  prescription  narcotics  can  promote  and  sustain 
drug  addiction.  This  problem  raises  the  potential  for  diversion, 
of  prescription  narcotic  medications  from  legitimate  pain 
management  to  the  maintenance  of  individuals  who  take  these  drugs 
for  no  indicated  medical  purpose. 

Since  the  potential  for  diversion  of  prescription  narcotics 
is  a  serious  problem,  there  is  a  need  for  broad  clinical 
guidelines  to  facilitate  the  appropriate  use  of  such  drugs  in  the 
management  of  pain  patients.  For  example,  there  is  little 
disagreement  among  clinicians  that  patients  with  acute  pain 
associated  with  significant  injury  (such  as  a  broken  bone  or 
abdominal  surgery)  should  be  managed  temporarily  with  narcotics. 
Similarly,  most  physicians  would  accept  the  idea  that  patients 
dying  with  a  painful  illness  should  have  access  to  narcotics. 

A  more  difficult  area  concerns  the  use  of  narcotic 
medications  in  the  management  of  patients  with  chronic  pain  not 
associated  with  cancer  or  other  similar  terminal  illness. 


Narcotics  in  chronic  pain 

R.  Maciewicz  ( 

July  26,  1988 


Although  there  is  little  definitive  data  on  the  subject,  there 
appears  to  be  a  greater  potential  for  inappropriate  use  and 
diversion  of  narcotics  in  this  patient  population.  Although 
narcotics  probably  do  have  a  place  in  the  management  of  certain 
patients  with  chronic  pain,  there  are  currently  few  accepted 
guidelines  for  the  appropriate  use  of  such  drugs  in  these 
situations.  The  Massachusetts  Medical  Society  Committee  on  Drugs 
and  Therapeutics  has  considered  this  issue,  and  proposes  several 
principles  that  seem  important  when  narcotics  are  prescribed  on  a 
regular  basis  for  patients  with  chronic  pain. 

1.  Chronic  pain  patients  receiving  narcotics 
should  have  a  carefully  documented  medical  condition  as 
the  cause  of  their  pain.  The  unsubstantiated  statement 
"headache"  or  "back  pain"  in  a  medical  record  should 
not  be  enough  to  justify  chronic  narcotic  therapy. 

2 .  The  medical  record  should  include  some 
statement  documenting  the  need  for  continued  narcotic 
therapy  in  a  patient  with  chronic  pain.  Such  a 
statement  should  state  specifically  why  other  forms  of 
treatment  are  less  preferable  in  the  specific  case. 

3.  The  factors  that  contribute  to  the  development 
of  chronic  pain  are  complex.  Psychologic, 
pharmacologic,  social  and  rehabilitation* issues  are  all 
prominent  concerns  in  addition  to  the  obvious  medical 
problem  that  produced  the  initial  symptoms.  Therefore 
it  is  important  that  any  pain  patient  on  chronic 
narcotic  therapy  (usually  greater  than  six  months)  be 


Narcotics  in  chronic  pain 
R.  Maciewicz 
July  26,  1988 


evaluated  by  specialists  other  than  the  prescribing 
physician.  The  consulting  physician  should  be  a 
specialist  in  the  area  of  the  patient1  s  disease,  or  a 
specialist  in  management  of  chronic  pain.  The 
consultant  should  concur  with  the  need  for  continued 
narcotics  in  each  specific  case. 

4 .  Patients  who  receive  narcotics  should  have 
their  prescriptions  documented  in  their  medical 
records.  When  patients  receive  prescriptions  in  excess 
of  the  prescribed  amount  (for  example,  when  a  new 
prescription  is  issued  a  week  early)  the  reason  for  the 
discrepancy  should  be  clearly  documented  in  the  medical 
record. 

5.  Social  factors  can  contribute  to  diversion.  The 
physician  or  his  staff  should  document  the  patient's 
social  situation  adequately  enough  to  be  reasonably  as- 
sured that  drug  diversion  will  not  occur. 

6.  Patients  on  narcotic  therapy  need  to  be  seen 
and  examined  by  the  prescribing  physician  at  regular 
intervals  to  determine  whether  the  need  for  strong 
analgesics  is  still  present.  The  frequency  of  visits 
involving  direct  patient-  physician  contact  should  be 
determined  in  each  case  by  the  nature  of  * the  underlying 
disease;  however,  any  patient  receiving  narcotics 
should  be  clinically  reevaluated  at  least  every  four 
months . 


Narcotics  in  chronic  pain 
R.  Maciewicz 
July  26,  1988 


There  is  a  wide  diversity  of  opinions  about  the  appropriate 
use  of  narcotics  in  different  painful  disorders.  The  Massachu- 
setts Medical  Society  Committee  on  Drugs  and  Therapeutics  acknow- 
ledges the  validity  and  appropriateness  of  these  various  views. 
The  above  listed  guidelines  are  hopefully  intended  to  reflect  a 
broader  consensus  in  an  effort  to  facilitate  the  careful,  medical 
use  of  narcotic  analgesics  while  limiting  the  potential  for  drug 
diversion. 


( 
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243  CMR:     BOARD  OF  REGISTRATION  IN  MEDICINE 


2.07:     continued 
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(b)  For  the  purposes  of  reporting  pursuant  to  M.G.L.  c.  Ill,  ss.  53B  and  203, 
or  these  regulations,  a  "physician  registered  with  the  Board  as  qualified  to 
practice  medicine  in  the  commonwealth"  includes  any  person  holding  any 
type  of  license  pursuant  to  M.G.L.  c.  112,  ss.  2-9B. 

(c)  The  intent  of  M.G.L.  c.  Ill,  s.  53B,  and  an  essential  element  of  a  Patient 
Care  Assessment  Program  pursuant  to  243  CMR  3.00,  is  that  a  reporting 
entity  report  any  "disciplinary  action:  to  the  Board  relating  to  any 
employment,  practice,  association  for  the  purpose  of  providing  patient  care, 
or  privileges. 

(d)  The  reporting  entity  shall  adhere  to  the  definition  of  "disciplinary 
action"  set  forth  at  243  CMR  3.02. 

(e)  The  disciplinary  action  report  is  not  complete  until  the  disciplinary 
action  is  complete.  The  reporting  entity  shall  submit  to  the  board  a  status 
report  after  each  sixty  days  of  on-going  disciplinary  action  and  a  final  report 
within  thirty  days  after  the  completion  of  on-going  disciplinary  action. 

(18)  Execessive  Treatment  and  Billing  of  People  Involved  in  Automobile 
Accidents.  Any  physician  who  knowingly  and  willfully  provides  excessive 
treatment  or  issues  excessive  bills  to  a  patient  that  is  intended  to  permit  the 
patient  to  incur  medical  expenses  in  excess  of  the  tort  threshold  established 
pursuant  to  M.G.L.  c.  231,  sec.  6D,  shall,  upon  a  finding  of  such  by  the  Board, 
have  his  physician's  license  suspended  for  a  period  of  not  less  than  one  year, 
unless  the  Board  finds  unusual  and  extenuating  circumstances  which  would 
warrant  a  lesser  sanction.  Excessive  treatment  shall  include  treatment  that 
exceeds  the  medical  needs  of  the  patient,  or  is  unrelated  to  the  diagnosis  of  an 
injury,  or  reasonably  suspected  possible  injury,  incurred  in  connection  with  the 
motor  vehicle  accident,  or  is  designed  to  enable  the  patient  to  incur  medical 
expenses  in  excess  of  the  tort  threshold  established  by  M.G.L.  c.  231,  sec.  6D. 
Excessive  bills  shall  include  bills  for  services  and  activities  that  were  not 
performed  or  bills  that  overstate  the  amount  of  time  spent  treating  the  patient. 
Such  excessive  treatment,  or  excessive'  bills,  shall  constitute  conduct  which 
places  in  question  the  pnysician's  competence  to  practice  medicine  within  the 
meaning  of  G.L.  c.  112,  sec.  5(c),  and  a  violation  of  the  Board's  regulations, 
within  the  meaning  of  G.L.  c.  112,  sec.  5(h).  Nothing  in  this  paragraph  shall  be 
deemed  to  alter  or  modify  any  other  provisions  of  these  regulations,  including 
but  not  limited  to  any  provisions  as  to  conduct  which  constitutes  practicing 
medicine  deceitfully  or  engaging  in  conduct  which  has  the  capacity  to  deceive 
on  defraud. 

(19)  Self-Prescribing  and  Prescribing  for  Family  Members.  A  licensee  is 
prohibited  from  prescribing  controlled  substances  in  Schedules  II,  III  and  IV  for 
his  own  use.  Except  in  an  emergency,  a  licensee  is  prohibited  from  prescribing 
Schedule  II  controlled  substances  to  a  member  of  his  immediate  family, 
including  a  parent,  child,  sibling,  parent-in-law,  son/daughter-in-law, 
brother/sister-in-law,  step-parent,  step-child,  step-sibling,  or  other  relative 
permanently  residing  in  the  same  residence  as  the  licensee  or  spouse  or 
equivalent. 

(20)  Prescribing  Anabolic  Steroids.  A  licensee  is  prohibited  from  prescribing 
anabolic  steroids  for  the  purpose  of  enhancing  a  patient's  athletic  ability  or 
performance. 

(21)  Prescribing  Anorectics.  A  licensee  is  prohibited  from  prescribing 
anorectics  (amphetamines  or  sympathomimetic  amines)  as  an  appetite 
suppressant. 


2.08:     Physician  Assistants 

(1)     Definition  of  a  Supervising  Physician.     Supervising   physician   means   a   full 
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TO: 


Delegates  and  Alternate  Delegates 

State  Medical  Associations 

National  Medical  Specialty  Societies 

State  and  Specialty  Society  Presidents  and  Presidents  Elect 
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ANABOLIC  STEROIDS 

Anabolic  steroids  are  synthetic  androgens  that  have  greater  anabolic  relative  to  androgenic  activity  than 
testosterone,  but  in  large  quantities  these  drugs  have  strong  androgenic  effects.  In  general,  they  are  not  as 
useful  and  effective  as  earlier  thought,  but  do  have  legitimate  uses  in  several  conditions  (e.  g.,  certain 
anemias,  hereditary  angioedema,  breast  cancer  and  possibly  osteoporosis). 

Anabolic  steroids  have  been  used  by  athletes  for  more  than  two  decades  in  the  belief  that  they  increase 
body  mass,  muscle  tissue  and  strength.  More  recently,  testosterone  has  been  used  because  it  is  more  diffi- 
cult to  detect  in  drug  screening  programs  than  anabolic  steroids.  Although  studies  of  these  agents  have  not 
shown  uniformly  increased  muscular  strength,  certain  benefits  to  athletic  performance  seem  probable: 
increased  body  weight,  partly  due  to  fluid  retention,  may  include  increase  in  lean  muscle  mass.  In  a  con- 
tinuing program  of  intensive  exercise  coupled  with  a  high  protein  diet,  increased  muscular  strength  may 
be  realized  in  some  individuals.  In  contrast,  aerobic  capacity  is  probably  not  increased  beyond  that  due 
to  aerobic  training.  Increased  aggressiveness  is  also  reported  among  anabolic  steroid  users,  but  the  degree 
to  which  this  influences  the  intensity  of  training  is  unknown.  It  should  be  noted  that  small,  difficult- 
to-measure  increments  in  muscular  performance  or  psychological  benefit  may  constitute  the  difference 
between  winning  and  losing,  particularly  at  a  professional  or  world-class  level.  Therefore,  these  changes  may 
be  perceived  to  be  critical  to  an  athlete. 

There  are  clear  adverse  effects  associated  with  use  of  androgenic  steroids.  The  doses  and  patterns  of 
administration  utilized  by  athletes  often  differ  markedly  from  those  used  therapeutically.  Athletes  have 
been  reported  to  take  steroids  cyclically  for  one  to  several  months  followed  by  a  drug-free  period  up  to  a 
year.  Doses  may  be  far  greater  than  those  considered  to  be  therapeutic,  and  drugs  are  sometimes  "stacked" 
(several  agents  taken  simultaneously).  Exogenous  androgens  affect  the  reproductive  system  of  healthy 
males:  gonadotropin  and  testosterone  secretion  are  suppressed  and  oligospermia  and  temporary  infertility 
may  occur.  Gynecomastia  is  common.  Agents  that  are  17  —  alkylated  compounds  (e.  g.,  oxandrolone, 
methandrosteneolone)  are  associated  with  liver  pathology,  including  abnormal  liver  function  tests,  chole- 
statis,  peiiosis  hepatis,  hepatic  adenomas,  and  hepatocellular  carcinoma.  Although  hepatic  effects  have 
been  described  and  documented  most  often  in  patients  treated  for  disease,  one  case  of  hepatocellular 
carcinoma  has  been  reported  in  an  athlete  who  had  taken  several  anabolic  steroids  to  increase  skeletal 
muscle  mass.  Anabolic  steroid  ingestion  by  athletes  is  also  associated  with  an  atherogenic  blood  lipid  profile 
(e.  g.,  elevated  low-density  lipoprotein  cholesterol  and  decreased  high-density  lipoprotein  cholesterol). 
Increased  irritability  and  aggressiveness  may  occur. 

In  women,  androgenic  hormones  produce  masculinizing  effects  (e.  g.,  hirsutism,  deepened  voice,  oily 
skin,  acne,  male  pattern  balding,  menstrual  irregularities,  increased  libido).  In  children,  these  drugs  may 
accelerate  pubertal  changes  and  limit  eventual  adult  height  by  causing  premature  skeletal  maturation  and 
closure  of  the  epiphyses. 

Steroids  apparently  are  used  at  all  levels  of  athletic  activity.  Although  the  prevalence  is  difficult  to 
assess  accurately,  such  use  is  believed  to  be  widespread.  Steroid  abuse  is  particularly  common  among 
athletes  in  strength  sports  (e.  g.,  weight  lifters,  body  builders,  shot  putters,  and  discus  and  javelin  throwers). 
Use  among  weight-trained  women  athletes  has  been  reported.  Anabolic  steroids  have  a  more  significant 
effect  on  female  muscular  development  than  on  males.  In  one  study,  the  women  reported  typical  mas- 
culinizing which  they  considered  an  acceptable  price  for  the  anabolic  benefits.  A  particular  concern  is 
that  the  wide  availability  of  these  agents  is  likely  to  make  them  accessible  to  adolescents  and  children, 
as  well  as  adults. 

Anabolic  steroids  are  easily  obtained  on  the  black  market  through  gymnasiums  or  mail  order  sources. 
In  a  survey  of  250  weight  lifters,  almost  half  admitted  using  steroids  at  some  time.  Although  -nost  steroids 
were  obtained  illegally,  some  athletes  claimed  that  they  had  been  given  a  prescription  for  the  arugs. 
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24.      RESOLUTION  131   -  ABUSE  OF  ANABOLIC 

STEROIDS  AND  HUMAN  GROWTH  HORMONE 

Resolution  131  called  upon  the  AMA  to  support  regulation  of  anabolic  steroids  and  human  growth 
hormones  when  used  for  the  purpose  of  enhancing  athletic  ability  and  the  classification  of  such 
drugs  as  controlled  substances,  and  continue  efforts  to  educate  sports  group  administrators,  coaches, 
parents  and  athletes  on  the  dangers  of  abuse  of  these  substances. 

The  House  of  Delegates  considered  the  following  Substitute  Resolution  131,  including  a  change  in 
the  title: 

Abuse  of  Anabolic  Steroids 

Resolved  that  the  American  Medical  Association  declare  that  the  pre-, 
scription  of  anabolic  steroids  for  the  enhancement  of  athletic  ability  is 
entirely  inappropriate;  and  be  it  further 

Resolved,  That  the  AMA  support  the  develooment  of  state  legislation  or 
administrative  rules  to  prohibit  use  of  anabolic  steroids  for  the  puroose  of 
enhancing  athletic  ability;  and  be  it  further 

Resolved,  That  the  AMA  continue  efforts  to  educate  phvsicians.  sports 
group  administrators,  coaches,  parents  and  athletes  on  the  dangers  of 
abuse  of  anabolic  steroids. 

SUBSTITUTE  RESOLUTION  131  ADOPTED,  INCLUDING  CHANGE  IN  TITLE 
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B.     DRUG  ABUSE  IN  ATHLETES:  ANABOLIC  STEROIDS 

AND  HUMAN  GROWTH  HORMONE 

(RESOLUTION  57,  A-86) 

(Reference  Committee  E.  page  463) 

HOUSE  ACTION:      ADOPTED  IN  LIEU  OF  RESOLUTION  57  (A-86) 

This  report,  the  first  in  a  three-part  series  on  drug  abuse  by  athletes,  responds  to  adopted  Resolu- 
tion 4  (A-84)  and  to  Resolution  57  (A-86),  Human  Growth  Hormone,  which  was  referred  to  the  Board  of 
Trustees  for  action.  Subsequent  reports  will  cover  other  classes  of  abused  drugs. 

INTRODUCTION 

The  problem  of  misuse  of  anabolic  hormones  (both  steroids  and  growth  hormone)  is  complex  and  can 
be  considered  from  different  perspectives: 

1.  Psychological: 

a.  The  importance  of  winning; 

b.  Placebo  effect  of  drugs. 

2.  Pharmacologic: 


a.  The  possibility  that  these  hormones  may  provide  a  real  physiologic 
advantage  for  the  athlete; 

b.  The  adverse  effects  of  such  misuse. 

3.    Ethical: 

a.  The  concept  of  violation  of  fair  play; 

b.  Implicit  coercion  to  use  drugs  in  order  to  be  competitive; 

c.  The  concept  of  hormonal  manipulation,  particularly  in  children,  to 
alter  body  size  and  build  in  a  manner  perceived  to  be  beneficial  for 
athletics  or  other  life  endeavors. 

General  solutions  to  the  problem  range  from  prevention  (e.  g.,  reguljtory  action  limiting  produc- 
tion and/or  distribution  of  drugs)  through  symptomatic  treatment  (e.  g.,  drug  testing  of  competitors)  to 
cure  (e.  g.,  motivation  of  the  individual  to  reject  drugs).  The  personal  decision  to  reject  or  discontinue 
drug  use  is  based  on  the  individual's  values  and  reasons  for  considering  drug  use.  Hence,  an  ethical  argu- 
ment based  on  the  concept  of  fair  play  may  be  ineffective  in  an  individual  who  is  motivated  to  win  at 
any  physical  cost. 

Anabolic  steroids  and  growth  hormone  will  be  discussed  separately.  The  following  questions  will  be 
considered  for  each: 

1.  Does  thj  drug  provide  real  or  perceived  beneft  for  the  atnlete? 

2.  What  are  -he  adverse  effects  of  *he  drLj  in  :h:s  setting? 

3.  Who  promot°s.  disf-'butes  and  uses  the  drug? 

4.  Is  aPuse  of  the  drug  a  significant  proolem? 


c 


( 
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In  1985,  the  Food  and  Drug  Administration,  Federal  Bureau  of  Investigation  and  Department  of 
Justice  began  a  nationwide  criminal  investigation  of  black  market  distribution  of  anabolic  steroids  and 
other  drugs  purported  to  enhance  athletic  performance.  Manufacturers  and  distributors  were  advised  of 
their  responsibility  to  ensure  distribution  only  to  authorized  customers  and  were  requested  to  monitor  and 
report  unusual  order  activity  (e.  g.,  large  or  frequent  orders,  orders  by  pharmacies  for  veterinary  products). 
Indictments  have  been  obtained  as  a  result  of  this  effort. 

GROWTH  HORMONE 

Human  growth  hormone  (hGH)  or  somatotropin  is  a  polypeptide  hormone  secreted  by  the  anterior 
pituitary  gland.  GH  has  widespread  metabolic  effects,  including  stimulation  of  cellular  amino  acid  uptake 
and  protein  synthesis,  stimulation  of  lipolysis,  and  inhibition  of  glucose  utilization  in  tissue,  which  tends  to 
increase  blood  glucose  levels.  Growth  hormone  is  necessary  to  achieve  normal  genetic  growth  potential. 
Severe  deficiency  in  childhood  results  in  dwarfism.  Human  GH  is  necessary  to  treat  this  condition,  because 
GH  from  other  species  is  ineffective. 

Human  pituitary-extracted  GH  was  available  from  the  National  Hormone  and  Pituitary  Program  and 
commercial  sources  until  1985.  After  the  appearance  of  several  cases  of  Creutzfeldt-Jakob  disease  believed 
to  have  been  caused  by  contaminated  pituitary  extracts,  distribution  of  the  product  was  halted  voluntarily 
for  an  indefinite  period.  Following  withdrawal  of  the  pituitary  products,  a  recombinant  DNA-derived  GH 
product  was  approved  for  marketing  in  the  United  States.  It  is  identical  to  endogenous  hGH  except  for  the 
addition  of  methionine  on  the  N-terminus  of  the  molecule.  This  preparation  is  available  commercially. 

The  results  of  hypersecretion  of  hGH  are  of  particular  interest  in  the  context  of  this  report.  Un- 
controlled hypersecretion  in  childhood  results  in  gigantism,  and  in  adulthood,  acromegaly.  The  latter 
condition  is  associated  with  glucose  intolerance,  heart  disease,  impotence  and  bony  overgrowth  (e.  g.,  pro- 
truding forehead  and  jaw,  enlarged  hands  and  feet). 

Adverse  effects  of  hGH  use  by  athletes  have  not  been  documented  but  can  be  predicted  on  the  basis  of 
known  effects  of  endogenous  hypersecretion  (vide  supra).  Whether  limited  exogenous  administration  may 
produce  beneficial  or  deleterious  effects  in  healthy  athletes  is  unknown.  The  effect  of  hGH  administration 
to  normal  children  is  unknown,  but  might  be  expected  to  produce  a  permanent  increase  in  build  and 
stature.  Beyond  the  physiologic  considerations,  use  in  normal  children  is  an  ethical  problem  of  far-reaching 
proportions. 

In  contrast  to  the  problem  of  anabolic  steroid  abuse,  hGH  abuse,  to  the  extent  that  it  exists,  is  a 
relatively  new  phenomenon.  Reports  of  its  use  in  athletes  are  anecdotal;  they  suggest  that  hGH  is  cur- 
rently favored  because  of  anticipated  body  growth  and  increased  strength  potential  and  also  because 
it  is  undectable  in  current  drug  testing  procedures.  Use  is  probably  limited  by  the  great  expense  of  the 
product. 

The  source  of  illicit  supply  is  questionaDle.  One  physician  reportedly  obtained  suDplies  of  pituitary- 
extracted  hGH  simply  by  mailing  prescriptions  to  companies  supplying  the  product.  This  account  is 
inconsistent  with  the  companies'  stated  distribution  policies,  which  required  scree"  rg  of  requests  and 
documentation  of  need.  Bogus  hGH  preparations,  animal  GH  preparations,  and  foreign  Droaucts  shoula  also 
be  considered  as  potential  illicit  sources.  To  knowledge,  tnere  have  been  no  reports  verifymg  that  the  GH 
products  bought  by  athljtes  are  in  fact  hGH. 

Since  withdrawal  of  pituitary-extracted  hGH  from  the  U.  S.  market  in  1985,  the  only  U.  S.  sourc°  of 
hGH  is  the  recombinant  DNA  product.  Although  the  tecnnology  to  mass-produce  hGH  is  available,  the 
manufacturer  states  that  it  limits  production  and  follows  rigorous  screening  and  post  marketing  surveillance 
procedures  to  verify  legitimate  use  in  GH-aeficienr  patients. 
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In  summary,  the  status  of  growth  hormone  abuse  is  undetermined,  but  the  agent  has  wide  abuse 
potential,  particularly  if  pharmacologic  benefits  are  shown  to  result  from  use  in  normal  athletes.  Human 
GH  also  may  have  additional  legitimate  therapeutic  applications  for  other  growth  disorders,  fractures, 
burns  and  other  conditions.  Research  in  these  areas  has  been  hampered  by  the  limited  supplies  of  hormone 
available,  but  is  expected  to  be  undertaken  in  the  future  now  that  it  is  possible  to  produce  unlimited 
quantities  of  the  hormone.  Increased  availability  of  hGH  for  other  legitimate  uses  presumably  would 
increase  accessibility  for  illicit  use. 

CONCLUSIONS 

Abuse  of  anabolic  products  by  athletes  differs  in  the  two  types  of  drugs  discussed.  Anabolic  steroids 
have  therapeutic  benefits  for  certain  conditions  and  proven  abuse  potential  among  athletes.  The  abuse 
of  hGH  is  a  recent  phenomenon  of  undetermined  extent.  Human  GH  has  a  clear  therapeutic  application 
in  growth  hormone  deficiency  and  other  legitimate  investigational  uses,  and  also  has  great  potential  for 
misuse. 

This  report  responds  directly  to  concerns  regarding  the  abuse  of  anabolic  steroids;  future  reports  will 
deal  with  other  classes  of  abused  drugs.  The  report  also  addresses  the  issue  of  the  abuse  of  human  growth 
hormone,  which  was  raised  in  referred  Resolution  57  (A-86).  Recommendations  for  AMA  action  will  be 
developed  after  completion  of  all  reports  on  drug  abuse  in  athletes.  The  following  possibilities  will  be 
considered  in  developing  the  recommendations: 

1.  Regulatory  action  (for  anabolic  steroids  arid  growth  hormone): 

The  AMA  should  continue  to  endorse  current  activities  of  the  Food  and  Drug 
Administration,  Federal  Bureau  of  Investigation  and  the  Department  of  Justice 
directed  toward  curbing  illegal  distribution  of  these  drugs.  If  these  efforts  are 
ineffective,  the  AMA  should  undertake  a  study  of  alternate  methods  of  monitor- 
ing and  limiting  distribution. 

2.  Educational  action  (for  drugs  with  abuse  potential): 

The  AMA  should  endorse  educational  activities  at  various  levels  including  sports 
group  administrators,  coaches,  parents  and  athletes.  Activities  suggested  for 
consideration  are: 

a.  Preparation  and  distribution  of  educational  pamphlets  on  drug  abuse  in 
athletes  emphasizing  the  adverse  effects  and  limited  benefits  of  such  use. 

b.  Development  of  a  nationwide  network  of  physicians  who  would  be 
available  to  give  presentations  on  this  topic  to  interested  community 
groups. 

c.  Preparation  of  a  videotape(s)  on  drug  abuse  in  athletes  for  distribution 
and  use  by  schools,  sports  programs,  parent  groups  and  community 
organizations. 

d.  Judicious  use  of  the  news  media  and  editorials  and  articles  in  AMA  publi- 
cations to  publicize  the  AMA's  interest  and  availability  to  work  on  this 
problem. 

The  Council  on  Scientific  Affairs  recommends  adoption  of  this  report  in  lieu  of  Resolution  57  (A-86). 

(References  pertaining  to  Report  B  of  the  Council  on  Scientific  Affairs  are  available  from  the  Office  of 
Science  and  Technology.) 
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3C5  ¥aa/A  SPbeel 
tfasncuca  £P/cusi,  ^oaa.  0213C 
(647j  727 -2670 

December  12,  1988 

Dear  Health  Professional: 

Are  you  concerned  about  the  safety  of  the  drugs  you  prescribe  for  your 
patients?  Have  you  ever  seen  an  adverse  drug  reaction  but  were  uncertain  as  to 
what  to  do  or  found  the  FDA  reporting  system  difficult  to  use?  ADR  reporting  is 
especially  important  to  the  safety  of  patients  receiving  newly  marketed  drugs . 
Yet  the  volume  of  reports  received  from  health  professionals  has  been  far  less 
than  anticipated. 

Massachusetts  physicians  now  have  a  unique  opportunity  to  participate  in  the 
postmarketing  surveillance  of  drugs.   The  Massachusetts  Department  of  Public 
Health  Division  of  Food  and  Drugs  is  conducting  a  pilot  study  on  the  physician's 
role  in  recognizing  and  reporting  adverse  drug  reactions.   This  project  will 
assist  the  U.S.  Food  and  Drug  Administration  (FDA)  in  ensuring  the  safety  and 
efficacy  of  drug  products  used  by  the  American  public.   Specifically  the  study 
is  intended  to  increase  reporting  of  suspected  ADRs  by  Massachusetts  physicians. 

The  enclosed  ADR  reporting  kit  provides  reporting  guidelines  and  a  sample 
reporting  form  for  you  and  your  fellow  Massachusetts  practitioners.   The 
guidelines  stress  the  need  to  report  unexpected  and  serious  adverse  drug 
reactions,  particularly  for  newly  marketed  drugs.   Additional  materials  are 
included  which  (1)  list  drugs  of  particular  interest;  (2)  demonstrate  the 
irreplaceable  contribution  physicians  make  towards  the  monitoring  of  drug 
safety;  and  (3)  trace  the  process  used  by  the  FDA  to  evaluate  reported  ADRs. 

We  hope  this  reporting  kit  will  make  ADR  reporting  convenient  for  you  and 
your  staff.   You  may  wish  to  delegate  responsibility  for  the  actual  reporting  to 
a  staff  member.   Please  review  these  materials  and  keep  them  in  a  location  where 
they  can  be  easily  retrieved  should  a  reportable  situation  occur. 

We  hope  that  this  project  in  our  state  will  serve  as  a  model  for  projects 
elsewhere.   But  to  do  that  we  need  the  cooperation  of  physicians  and  other 
health  care  professionals  in  Massachusetts.   Please  use  the  enclosed  form  or  our 
toll  free  number  (1-800-332-DRUG)  to  participate  in  this  important  effort.   We 
would  also  be  happy  to  respond  to  any  questions  or  comments  you  might  have. 

Sincerely, 


[jh^i 


Nancy  Ridley,  M.S 
NR:ao  Director 

End. 


DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 

Massachusetts  ADR  Project 
Division  of  Food  &  Drugs 
305  South  Street 
Jamaica  Plain,  MA   02130 


I 
" .  PATIENT  ID/INITIALS  (In  Confidence) 


Form  Approved:  OMB  No.  0910-0230. 


FDA 
CONTROL  NO. 


ACCESSION 
NO. 


REACTION  INFORMATION 


2.  AGE 
YRS. 


3.  SEX 


4.-6.      REACTION  ONSET 


MO. 


DA. 


YR. 


7.  DESCRIBE  REACTION(S) 


13.  RELEVANT  TESTS/LABORATORY  DATA 


8.-12.  CHECKALL 

APPROPRIATE: 


□ 
□ 
□ 

□ 


PATIENT  DIED 

REACTION  TREATED 
WITH  Rx  DRUG 

RESULTED  IN,  OR 
PROLONGED,  INPATIENT 
HOSPITALIZATION 

RESULTED  IN 
PERMANENT  DISABILITY 


□       NONE  OF  THE  ABOVE 


SUSPECT  DRUG(S)  INFORMATION 


14.  SUSPECT  DRUG(S)  (Give  manufacturer  and  lot  no.  for  vaccines/biologies) 


15.  DAILY  DOSE 


16    ROUTE  OF  ADMINISTRATION 


17.  INDICATlON(S)FORUSE 


18.  DATES  OF  ADMINISTRATION  (From/To) 


19  DURATION  OF  ADMINISTRATION 


20.  DID  REACTION  ABATE  AFTER 
STOPPING  DRUG? 


Dyes       D   no    D 


NA 


21.  DID  REACTION  REAPPEAR 
AFTER  REPRODUCTION? 


□  YES         □ 


NO 


□ 


NA 


III. 


CONCOMITANT  DRUGS  AND  HISTORY 


22.  CONCOMITANT  DRUGS  AND  DATES  OF  ADMINISTRATION  (Exclude  those  used  to  treat  reaction) 


23.  OTHER  RELEVANT  HISTORY  (e.g.  diagnoses,  allergies,  pregnancy  with  IMP,  etc.) 


IV. 


ONLY  i-OR  REPORTS  SUBMITTED  BY  MANUFACTURER 


V. 


INITIAL  REPORTER  (In  confidence) 


24.  NAME  AND  ADDRESS  OF  MANUFACTURER  (Include  Zip  Code) 


26.-26a.  NAME  AND  ADDRESS  OF  REPORTER  (Include  Zip  Code) 


24a    IND/NDA.  NO.  FOR  SUSPECT 
DRUG 


24b    MFR  CONTROL  NO 


26b   TELEPHONE  NO  (Include  area  code) 


24c    DATE  RECEIVED  BY 
MANUFACTURER 


24<j    REPORT  SOURCE  (Check  all  that  apply) 
^FOREIGN  ]  STUDY  £]  LITERATURE 

^HEALTH  PROFESSIONAL  [^CONSUMER 


26c    HAVE  YOU  ALSO  REPORTED  THIS  REACTION  TO  THE 
MANUFACTURER' 


□     YES  □  NO 


25    15  DAY  REPORT' 

□  yes    n  no 


25a    REPORT  TYPE 


26d    ARE  YOU  A  HEALTH 
PROFESSIONAL7 


I      I    INITIAL   [  FOL-OWuP 


□ 


YES 


□ 


NO 


NOTE:  Required  of  manufacturers  by  21  CFR  314.80 


Submission  of  a  report 
does  not  necessarily 
constitute  an  admission 
that  the  drug  caused  the 
adverse  reaction 


sed 


INSTRUCTIONS  FOR  COMPLETING  FORM  FDA  - 1639 


GENERAL 

o  Use  a  separate  Form  FDA  - 1639  for  each  patient. 

o  Additional  pages  may  be  attached  if  space  provided  on  the  Form  FDA- 1639  is  inadequate. 

o  Non-manufacturers  should  send  forms  to  the  fuuU  and  Drug  Administration,  revision  of 
[pidamiology  and  Surveillance,  HFN  730,  5600  Ftshew  Lano,  Rockville,  MB  20857. 

o  For  questions  call:  301    443  4500.       &/  7-  73  7-  5U  lO 

o  Patient  and  initial  reporter  identification  is  held  in  confidence  by  the  FDA  and  is  not  subject  to 
release  under  the  Freedom  of  Information  Act. 

o  Reports  of  serious,  suspect  reactions  are  encouraged.  Massachusetts  ADR  Project 

Division  of   Food  &  Drugs 
305   South  Street 
SPECIFIC  INSTRUCTIONS  Jamaica  Plain,   MA     02130 

I.        Reaction  Information 

Item  2.      Age  -  For  children  under  5  years  of  age,  also  write  date  of  birth  (DOB)  in  Item  1 .  For 

congenital  malformations,  give  the  age  and  sex  of  the  infant  (even  though  the  mother  was 
exposed). 

Item  7.       Describe  Reaction(s)  -  Give  signs  and/or  symptoms,  diagnoses,  course,  etc.  Underline  the 
single  most  important  descriptive  phrase. 

II.        Suspect  Drug  Information 

Item  1 4.    Suspect  Drug  -  The  trade  name  is  preferred.  If  a  generically  produced  product  is  involved, 
the  manufacturer  should  be  identified. 

Item  1 5.     Dose  -  For  pediatric  patients,  also  give  body  weights. 

Item  20  and  21.        NA-  is  defined  as  nonapplicable  (e.g.  when  only  one  dose  given  or  outcome  was 

irreversible). 

V.        Initial  Reporter 

Item  26c.        Have  you  also  reported  this  reaction  to  the  manufacturer?  Your  answer  facilitates 

identification  of  duplicates  in  the  central  adverse  reaction  file.  FDA  encourages  direct 
reporting  even  if  a  report  has  been  submitted  to  the  manufacturer. 

NOTE  TO  MANUFACTURERS  (Refer  to  2 1  CFR  3 14. 80)  Detailed  instructions  are  contained  in  the  "Guideline 
for  Postmarketing  Reporting  of  Adverse  Drug  Reactions." 


THE  MASSACHUSETTS  ADVERSE  DRUG 
REACTION  REPORTING  PROGRAM 

The  FDA  is  Particularly  Interested  in  the  Following 

New  Chemical  Entities  and  Preparations 
Which  Have  Been  Approved  in  the  Last  Three  Years 


%  USED  IN 

DRUG 

BRAND(S) 

APPROVAL  DATE 

HOSPITALS* 

ANTIHISTAMINE 

- 

Terfenadine 

Seldane 

05/08/85 

4 

ANTI-INFECTIVE 

Ampicillin/Sulbactram 

Unasyn 

12/31/86 

98 

Aztreonam 

Azactam 

12/31/86 

96 

Cefmenoxime 

Cefmax 

12/30/87 

- 

Cefotetan 

Cefotan 

12/27/85 

99 

Ceftazidime 

Fortaz 

Tazicef 

Tazidime 

07/19/85 

98 

Cilastatin/lmipenem 

Primaxin 

11/26/85 

98 

Ciprofloxacin 

.  Cipro 

10/22/87 

25 

Clofazimine 

Lamprene 

12/15/86 

Orphan  Drug 

Naftifine 

Naftin 

02/29/88 

- 

Norfloxacin 

Noroxin 

10/31/86 

12 

Ribavirin 

Virazole 

12/31/85 

99 

Terconazole 

Terazol  7 

12/31/87 

- 

Zidovudine 

Retrovir 

03/19/87 

Orphan  Drug 

ANTINEOPLASTIC  AGENTS 

Leuprolide 

Lupron 

04/09/85 

34 

Mitoxantrone 

Novatrone 

12/23/87 

Orphan  Drug 

AUTONOMIC  DRUGS 

Ipratropium 

Atrovent 

12/29/86 

20 

Methacholine 

Provocholine 

10/31/86 

- 

Pirbuterol 

Exirel 

12/30/86 

- 

BLOOD  FORMATION  AND  COAGULATION 

Tranezamic  Acid 

Cyclokapron 

12/30/86 

Orphan  Drug 

CARDIOVASCULAR  DRUGS 

Amiodarone 

Cordarone 

12/24/85 

17 

Enalapril 

Vasotec 

12/25/88 

5 

Encainide 

Enkaid 

12/24/86 

12 

Esmolol 

Brevibloc 

12/31/86 

99 

Flecainide 

Tambocor 

10/31/85 

6 

Guanfacine 

Tenex 

10/27/86 

2 

Lisinopril 

Prinivil/ 
Zestril 

12/29/87 

™ 

Lovastatin 

Mevacor 

08/31/87 

3 

Mexiletine 

Mexitil 

12/30/85 

10 

Milrinone 

Corotrope 

12/31/87 

- 

Penbutolol 

Levatol 

12/30/87 

■ 

Terazosin 

Hytrin 

08/07/87 

2 

In  1987 


CENTRAL  NERVOUS  SYSTEM  AGENTS 


Alfentanil 

Alfenta 

Buspirone 

Buspar 

Carprofen 

Rimadyl 

Fluoxetine 

Prozac 

Ketoprofen 

Orudis 

Midazolam 

Versed 

Quazepam 

Dormalin 

DIAGNOSTIC  AGENTS 

lohexol 

Omnipaque 

lopamidol 

Isovue 

loxaglate 

Hexabrix 

Teriparatide 

Parathar 

ELECTROLYTIC,  CALORIC,  &  WATER  BALANCE 

Sodium  Benzoate/ 

Phenylacetate 

Ucepahn 

EYE,  EAR,  NOSE  AND  THROAT  PREPARATIONS 

Aplonidine 

lopidine 

Betaxolol 

Betoptic 

Flurbiprofen 

Ocufen 

Levobunolol 

Betagan 

GASTROINTESTINAL  DRUGS 

Dronabinol 

Marinol 

Famotidine 

Pepcid 

Monooctanoin 

Moctanin 

Nabilone 

Cesamet 

Nizatidine 

Axid 

Ursodiol 

Deursil/ 

Actigall 

GOLD  COMPOUNDS 

Auranofin 

Ridaura 

HEAVY  METAL  ANTAGONISTS 

Trientine  Cuprid 

HORMONES  &  SYNTHETIC  SUBSTITUTES 

Calcitonin  Cibacalcin 

Somatren  Protropin 

RADIOACTIVE  AGENTS 

Indium,  IN-111  Indium,  IN-111 

Qxquinolone 

lofetamine,  1-123  Spectamine 

Technetium,  TC-99M  Technescan 

Lidofenin  HIDA  Kit 

Technetium,  TC-99M  Cholectec 

Mebrofenin 


12/29/86 
12/29/86 
12/31/87 
12/29/87 
01/09/86 
12/20/85 
12/27/85 

12/26/85 
12/31/85 
07/26/85 
12/23/87 


12/23/87 

12/31/87 
08/30/85 
12/31/86 
12/19/85 

05/13/85 
10/25/86 
10/29/85 
12/26/85 
04/12/88 
12/31/87 


05/24/85 

11/08/85 

10/31/86 
10/17/85 

12/23/85 

12/24/87 
10/31/86 

01/21/87 


100 
5 


2 
92 

1 


100 
100 
100 
Orphan  Drug 


Orphan  Drug 


8 

41 

3 

62 

4 
Orphan  Drug 
1 


Orphan  Drug 

13 
100 

100 

100 

100 


*ln  1987 


What  to  report 


Are  your  patients 
having  adverse 
drug  reactions? 


You  should  report  all  serious  adverse  drug 
reactions.  The  FDA  considers  a  suspected 
drug  reaction  "serious"  if  it  is  life- 
threatening;  causes  death,  cancer,  con- 
genital anomalies,  or  permanent  or  severe 
disability;  or  requires  prescription  drugs  or 
hospitalization  (or  prolongs  a  hospital 
stay)  for  treatment.  The  FDA's  highest 
priorities  are: 

•  any  serious  reaction  not  listed  in  the 
product  insert 

•  any  serious  reaction  to  a  drug  marketed 
within  the  last  three  years,  even  if  the 
reaction  is  already  listed  in  the  product 
insert 

•  any  serious  reaction  in  a  sensitive  pop- 
ulation such  as  the  elderly,  children,  preg- 
nant women,  people  with  multiple 
illnesses,  people  taking  several  drugs 

•  therapeutic  failure  of  any  drug. 

How  your  reports  are  used 

By  evaluating  ADR  reports,  the  FDA  can 
identify  previously  unknown  risks  and 
notify  doctors  of  important  new  drug  safety 
information  through  the  FDA  Drug  Bulletin 
or  through  other  government  agencies, 
such  as  the  Massachusetts  Department  of 
Public  Health's  Division  of  Food  and 
Drugs.  New  information  may  also  appear 
in  medical  literature  or  be  added  to  the 
package  insert.  The  FDA  can  go  a  step 
further  and  recall  a  drug,  or  the  manufac- 
turer may  voluntarily  withdraw  it  from  the 
market,  if  the  ADR  reports  indicate  a 
serious  problem. 


Why  doctors  don't  report 


Why  you  should  report 


"I  hate  paperwork." 

The  Massachusetts  ADR  Reporting  Pro- 
ject will  do  the  paperwork  for  you. 

"I  don't  have  the  necessary  forms." 

The  Massachusetts  ADR  Reporting  Pro- 
ject will  send  you  a  supply  of  forms. 

"I  don't  want  to  be  the  FDA's  pen 

pal." 

The  FDA  will  not  contact  you  unless  your 

reporting  form  is  incomplete. 

"I  never  get  a  response  from  the 
FDA." 

The  FDA  cannot  respond  to  individual 
reports,  but  the  information  you  provide  is 
vital  to  mamtaining  and  improving  drug 
safety. 

"I  worry  about  malpractice  liability." 
The  FDA  is  concerned  about  drug  safety, 
not  prescriber  error,  and  maintains  strict 
confidentiality.    The  ADR  reporting  form 
has  never  been  used  in  any  litigation. 


Voluntarily  reporting  any  adverse  drug 
reactions  your  patients  may  have  helps  the 
FDA  to  identify  drug  risks  rapidly  and  pass 
that  information  along  to  physicians  and 
patients.  Some  adverse  drug  reactions 
never  show  up  during  pre -approval  testing 
because  of  the  limited  demographics  and 
small  number  of  people  studied  during 
clinical  trials.  Voluntary  reporting  is 
therefore  the  only  way  to  discover  signifi- 
cant safety  problems  that  do  not  show  up 
during  drug  trials.  Doctors'  reports  of 
adverse  drug  reactions  are  especially  use- 
ful since  they  are  based  on  actual  clinical 
use  among  a  wide  variety  of  patients  that 
are  seldom  included  in  drug  trials,  such  as 
children  and  the  elderly. 

The  medical  community  can  benefit  from 
individual  doctors'  observations  about 
possible  drug  reactions  only  if  those  doc- 
tors —  including  you  —  report  them. 
Reporting  ADRs  can  make  a  significant 
contribution  to  good  medical  practice  and 
quality  patient  care  in  the  United  States. 


Please  contribute  to  this  national 
effort  by  reporting  any  serious  clinical 
events  you  suspect  to  be  drug-related. 


Thanks  for  your  help! 


Report  them! 


How  to  report 

In  Massachusetts  there  are  two  ways  to 
report  adverse  drug  reactions  (ADRs). 

By  Phone: 


Call  1-800-332-DRUG  (toll-free)  to  report 
an  adverse  drug  reaction  and  the  ADR 
Reporting  Project  staff  will  do  the  paper- 
work for  you.  The  reporting  line  is  staffed 
Monday  -  Friday,  8:45  a.m.  -  5:00  p.m.  At 
any  other  time,  leave  a  message  on  the 
answering  machine  and  the  ADR  Report- 
ing Project  staff  will  promptly  return  your 
call. 

By  Moil: 

Fill  out  Form  FDA  1639  and  mail  it  to  the 
Massachusetts  ADR  Reporting  Project  at 
the  Division  of  Food  and  Drugs,  305  South 
Street,  Jamaica  Plain,  MA  02130.  If  your 
report  is  complete,  your  share  of  the  work 
is  done. 


1-800-332-DRUG 

(for  information  or  to  report 
an  adverse  drug  reaction) 


f  Wl  ¥ 


Adverse  Drug  Reaction 
Reporting  Project 

Conducted  by  the  Massachusetts  Department  of 
Public  Health,  Division  of  Food  and  Drugs,  to  pro- 
mote and  facilitate  the  reporting  of  adverse  drug 
reactions.  Sponsored  by  the  U.S.  Food  and  Drug 
Administration. 
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PACS 

Recently,  law  enforcement  officials  have  become  concerned  about  the 
emergence  of  new  "pacs,"  combination  drugs  which,  when  taken  together, 
produce  exaggerated  highs  in  patients  who  are  ingesting  them,  One  of  the  most 
prevalent  pacs  today  is  Doriden  taken  with  Tylenol  with  Codeine.' 

The  concurrent  prescription  of  such  tranquilizers  or  hypnotics  and 
narcotics  with  no  medical  justification  for  prescribing  the  drugs  concurrently  may 
be  considered  a  per  se  violation  of  the  Controlled  Substances  Act  by  the  Board, 
subjecting  the  prescribing  physician  to  disciplinary  action. 

For  the  most  part,  pacs  are  used  on  the  street  by  drug  users  who  obtain 
the  substances  independently.  However,  there  are  known  instances  where 
physicians  have  inadvertantly  prescribed  pacs  without  being  aware  their 
interactive  effects.  The  Board  strongly  urges  physicians  who  treat  patients  with 
anti-anxiety  and  anti-pain  medications  to  be  aware  of  the  interactive  effect  of  these 
drugs  with  other  drugs  and  to  refrain  from  the  prescription  of  pacs. 


1.  Address  by  Sergeant  William  Brown  of  the  Massachusetts  State  Police  Diversion  Investigation  Unit,  Massachusetts 
Medical  Society  "Current  Issues  in  Prescribing  Controlled  Substances"  Conference,  in  Cambridge,  Massachusetts  (Oct. 
19,  1988). 


